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Instruction for Use for the medical device

AneKTpoa 0aHOPa30BbIin K cucteMe VAPR and nposefeHUst apTPOCKOMUYECKUX

BMeLUaTenLCcTB /

Single use electrode for VAPR system for arthroscopic interventions
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Russian text English text
1. HAMMEHOBAHWK MEAVWUMHCKOIro WM3gENVA (MW) M Ero 1,  MEDICAL DEVICE (MD) NAME AND

KNTACCUNPUNKALNA CLASSIFICATION
11.  HaumeHoBaHve MW, Mogenu wunu BapuaHTbl UCNONHEHUS MW 1.1 MD name, models or variations of MD
AMeKTpoA 0aHOpasoBbii K cucTeMe VAPR 9 nposegeHust apTpockonndeckux  Single use electrode for VAPR system for arthroscopic
BMELLIATE/TLCTB intervention:
|. BapuiaHTbl UCTIONHEHUA: [ Options for execution:
1 kproukoobpasHbii: VAPR KPHOHOK 3.5 MM, CO BCTPOEHHOM PYKOSITKOM; 1 hooked: VAPR 3.5 mm Hook Electrode with Integrated
2. ¢ pabouyeii YacTbio KMHOM; VVAPR 2.3 CO BCTPOEHHOV PyKOSITKON. 140 MM Handpiec;,

o “ “ . 2. wilh the wedge working par: VAPR 2.3 mm Wedge
VAPR 2.3 (KOpOTKIAV); CO BCTPOEHHOM PYKOATKON. 85 MV, Electrode with Integrated Handpiece, 140 mm; \Wedge:

3. C paboueit YacTbto cooKy: VAPR 2.3 (KOPOrKuiA), Co BCTPOEHHO PYKOSITKON. 85 VAPR 2.3 mm Wedge Electrode (Short) with Integrated

MV Handpiece. 85 mm:
' VIHCTPYKUMS MO NprMeHeHNo —+He 6oriee 20 L. 3. with the working part on the side: Side effect: VAPR 2.3
Side Effect Electrode (Short) with Integrated Handpiece. 85
mm;

Il. Instructions for use - not more than 20 pcs.

1.2.Knaccuukaumna MU 1.2.M1) classification
. CLUA: anekTpog oaHopasoBblili K cucteme VAPR [Onsi  npoBeggHUst o US: The VAPR electrode are Class Il medical devices in

aPTPOCKOMNMYECKMX BMELLIATENLCTB SBMSETCA MeMUMHCKUM m3genveMm Kracca |l B the USA.
CLUA . Europe: ‘fhe VAPR electrode are Class lib under the

. EBpora: anek3pog ogHopasoBbii K cucteme VAPR  gns  npoeemeHuis  requirements of Rule 9: Intended to administer or exchange
aPTPOCKONLLMECKMX BMELLIATENILCTB OTHOCUTCA K Kraccy b B cooTBeTCcTBUMM C  energy in potentially hazardous ways. The Conformity
TpeboBaHMSMM MpaBwia 9: MpeAHasHaveH 19 yrpaBrieHUst M obmeHa sHeprveid  Assessment Route used is in accordance with Annex 11.3. of the
NOTeHUMa/TbHO OMacHbIMM crioco6amin. Mcrornb3yeMblid MapLLIPYT OLEHKWU cooTeeTcTBUs  MDD.

cornacHo MNpwunoxkeHno 13 K MDD.
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Tvn paboyein Yacm CT € uvaupmon OT paspsiga aedmbpuindTopa (onpenensieTcs
COMb3yeMbIM COBMECTHO C U3AEMNAMM FeHepaTopoM)

3aLLyira OT OracHOro MPOHMKaHUA BOAbl WM TBepAbIX YacTu,: IPXX

2. HAUMEHOBAHWE N FOPUAVNYECKWIA AAPEC NMPOM3BOAVNTENA MU
N YTNTOTHOMOYEHHOI O NMPEACTABUTENA MNMPON3IBOAUNTENA B
POCCU1KA

PA3SPABEOTUUK:
«Acbto Maitek, VIHK.». CLLIA. DePuy Mitek, Inc.. 325 Paramount Dr., Raynham.
Massachusetts 02767, USA

NMPON3BOAUNTE/Ib:

«[eMbto Maiitek, VIHK.». CLLA. DePuy Mitek. Inc.. 325 Paramount Dr., Raynham,
Massachusetts 02767, USA

MECTA MNMPON3BOACTBA:

Gyrus Medical Limited. Forlan Road. St. Mellons. Cardiff. Uk CG Olt. Great Britain.
Medos International SARD. Chemin Blanc 38. Le Lode. Cl1-2400, Switzerland.

YMNOTHOMOYEHHOW MPEACTABUTE/b MPON3BOANTENA B

POCCUI:

OO0 «[PKOHCOH & [IPKOHCOH,

121614, r. MockBa, yn. Kpbliatckas, 4. 17, kopn. 2.

Ten. +7(495)580-7777

RA-IJNJRU-RZNFS)iTS.JNJ.com

3. HASHAYEHVME MEAVMUMHCKOIO M3JENVNA N MHPOPMALNA OB
MNMOTEHUNANBbHBIX MOTPEBEUTETAX M
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CF operating part type with defibrillator discharge protection
(detennined by the generator used in conjunction with the
products)

Protection against dangerous penetration of water or solid
particles: IPXX

2. NAME AND LEGAL ADDRESS OF
MANUFACTURER AND AUTHORIZED
REPRESENTATIVE IN RUSSIAN FEDERATION

DEVELOPER:
DePuy Mitek, Inc.. 325 Paramount Dr.. Raynham,
Massachusetts 02767, USA

MANUFACTURER:

DePuy Mitek, Inc., 325 Paramount Dr., Raynham.
Massachusetts 02767, USA

PLACES OF PRODUCTION:

Gyrus Medical Limited. Fortan Road. St. Mellons. CardilT, Uk
CG Olt. Great Britain.

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

AUTHORIZED REPRESENTATIVE OF THE

MANUFACTURERIN RUSSIA:

Johnson & Johnson LLC.

121614. Moscow, Krylatskaya str.. 17/2.

Tel. +7 (495) 580-7777

RA-JNJRU-RZN/()I TS.JNJ.com

3. INTENDED USE AND INFORMATION ON
POTENTIAL USERS OF MD



AnekTpoa oaHopasoBbii K cucTeMe VA(*R o5 npoBeaeHUst apTpockonvuecknx  Single use electrode for VAPR system for arthroscopic
BMELLATE/ILCTB MpefHasHadeH A1 pesekumn, abnsaumm 1 oTceHeHnst MArKUX TKaHel,  inten'entions are intended for resection, ablation and excision of
reMocTasa KPOBEHOCHbIX COCYIOB W Koarylsium MArkvX TKaHed y naupmeHToB,  soft tissue, hemostasis of blood vessels and coagulation of soft
HY>XOAHOLLIXCST B apTPOCKOMMYUCCKOM XMPYPriaM KOJEHHOro, nnedeBoro, 6eapclnto[o.  tissue in patients requiring arthroscopic surgery of the knee,
rO/IEHOCTOMHOr 0, SIOKTEBOIO M 3arsiCTHOrO CyCTaBoB. shoulder, hip. ankle, elbow, and wrist.

MoTeHuManbHble NOTPebu re. . MU Potential users of MD

V3penve npeaHasHaueHo /151 UCTOMb30BaHNSA B XMPYPIrMYeCKuX YCrioBusiX nepcoHa.3oM.  The device is intended to be used in a surgical setting by
00y4eHHbIM  apTPOCKOMMYECKHM  Mnpouedypam. Becb nepcoHan, pa6oTarowpii ¢ personnel trained in arthroscopic procedures. All personnel
M3OENMEM, [OO/DKEH MOMHOCTBIO 3HATb WHCTPYKUWM Mo akcryatauym w. ecrm  handling the device should be fully aware of the instructions for

MPUMEHNMO. XUPYPLUYeCKre NPOLIEaYPbI. use and. if applicable, the surgical procedures.
Ycnosum npuMCHCHHA/3KenyatayHn M tse/operation conditions of Ml)
BnaxkHocTb 30- 75 % Humidity 30- 75%
Temnepatypa ()t+10°Cao+WC lempcraiure From+1OX to-40X
[aBneHve 70- 106 K/B Pressure 70- 106kPa
4. ONMNCAHVE OCHOBHbIX ®YHKLUWOMA/bI1bIX 9NIEMEHTOB MU 4. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS
4.1. Ob6Lee onucaHe PYHKLNOHA/BHbIX 31eMeHToB MU OFMD

AneKTpo oaHopasoBbii K cucteMe VAPR [ npoBedeHUs apTpockonnyecknx 4.1, General description of functional elements of MD
BMELLIATE/TCTB MOXKET MMETb WM He UVETb acnpaLyioHHYHO (oyHKLIIO.
Single use electrode for VAPR system for arthroscopic
interventions can be with or witiiout suction function.

ONHOKOMIMOHEHTHBIIA OONOKOMMOHEHTHbII
o . 3M1eKTPOg, ¢ PyHKUpel 3MeKTPOA ¢ yHKUVEN
ONHOKOMMOHEHTHB IV 3M1eKTpog, 6e3 hyHKUMKM acnvpaumm , One-piece POAC by U‘_ POA C (yHKU
\ . acnvpauymn / One-piece acnvpauum 1 ynpas/ieHVEM.
electrode w.'o suction . . . .
electtode with suction One-piece electrode with

suction and suction control
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AKTUBHbIN XTekTpon /

PykosfTka {c KHONKamu ynpaBieHunsa abnauHei/koalynsanvneit n acnupauuei) /

Handle (with ablation/coagulation buttons and suction control)

O6paTHbrit unekTpon /
Return electrode

PucyHoK 2. IMpumvep CTPYKTYpbI 3eKTpoda 0amopaszoBol0 Kcvcteme VAPR a5t npoBeaeHNst apTPOCKOMMYECKMX BMELLIATENILCTB C (PyHKUEN acrivipaLmn

/

Figure 2, Example ol single use electrode for VAPR system for arthroscopic intei*ventions structure with suction function

Kaxkabii aneKTpog, COAEPKUT KoL BHYTPeHHe Knaccumkauyn  (MoeHTUmKaums
KOHfeHcaTopa), KOTOpbii aBTOMATUYECKM HACTPavBaeT OMMMMasIbHY  BbIXOAHYHO
MOLLHOCTb reHepatopa VAPR B COOTBETCTBMM C KOHKPETHbIM  0O4HOPa30BbIM
aneKTpogoM Aana  cuctembl VAPR B UendX MPOBEAEHUS  aprpPOCKONMUYECKHX
BMELLIATE/IBCTB, a Takke MPeoTBpaLLipeT MOACOeANHEHME 3/IEKTPOLOB, He COBMECTUMbIX
c VAPR.

KOHCTpYKUMSI  BCEX 3/IEKTPOLOB aHa/iorvyHa.  JNeKTpos BK/KOHaeT B cebA  Aga
(6rnonsIpHbIX) W TpK (BUNONSIPHBLIX C ABOVHLIM BO3BPATOM) B3aVIMHO M30/IMPOBaHHbIX
anekTpoga. B paboyein dactm (WM Ha OUCTa/IbHOM KOHLE) MPOBOAHUKA OTKPbITbI
(aKTVBHbEE W 0BpaTHbIe 3M1EKTPOAbI) TaKM 06pa3oM, UT0OLI 06eCreUnTb NPOBEAEHME
3MEKTPOXMP\PryecKoro Toka Mnpu Morpy>keH B MPOBOAALLYIO XUAKOCTb. OavH 113
9M1EKTPOLOB 00bIMHO PACTIONOXEH HA VICTa/IbHOM KOHLIE CTEXKHS 3/1EeKTPO/a, a apyrve
MPOBOAHUKA  pa3MeLLieHbl BHYTPWU.  [TPOKCUMa/TbHBIA - KOHEL, CTepXHSI MOMeELLEH B
TEPMOIVIaCTUYECKMIA  KOPIYC, KOTOPbIA SIBMSETCA YaCTbto PYKOSTKA WM PYKOSTTKOM
Le/mKoM. Bce aneKTpob! npefHasHaYeHbI 415 0f4HOPa30BOro MpUMEHEHUS,
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Each electrode contains an internal classification code
(identification capacitor) which automatically adjusts the VAPR
Generator to the optimal output power setting for the specific
single use electrode for VAPR system for arthroscopic
interventions and aids to prevent the attachment of non-VAPR
Electrodes.

A similar construction method is used for all the electrodes. The
electrode contain two (bipolar) or three (bipolar with dual retum)
electrodes, which are mutually insulated. At the applied part, or
distal end the conductors are exposed (as active or retum
electrodes) such that they will allow the passage of
electrosurgical current when submersed within a conductive
fluid medium. One of the electrode is generally the distal end of
the shaft of the electrode with the other conductors contained
within. The proximal end of this shaft is held in a thermo-plastic



Bce anekTpogb! paspabolaHbl Takim 00pa3oM, HToObl MX MOXHO ObU10 BBECTU B TeS0
MaLeHTa Yepes KaHKoMH W MeNOCPeACTBEMHO Yepe3 Hebo/bLLIONM paspes. B cTepykeHb
acnMpauvoHHbIX 3/1EKTPOAOB BCTPOEHA acrvpaLyMoHHas Tpydka C OTBEpCTVEM Yy
HaKOHeUHMKa. [Ipyroii KOHel, MOAK/KYEH K CTaHAAPTHOMY — XVPYPrYeCKOMy
060pYyA0BaHNIO [/191 acrivpaumn B MeCTe BbIXOfa M3 TEPMO/IaCTMYECKOro Kopryca na
MPOKCVMa/IbHOM  KOHLE.  ACIMpaLMO  KOHTPO/IMPYHOT NIMG0 € MOMOLLbH  3aK/Ma
MediClamp Ha acnvpaupoHHOM TpyoKe, /60 C MOMOLLBI KraraHa [/l KOHTPosis
MOTOKa, BCTPOEHHOr0 B PYKOSTKY. J/eKTpogbl 6e3 (yHKUMM acrivpauyin MOXKHO
1Cro/b30BaTh C acnpaLUyoHHbIMA MHTPOABOCEpaMK, 6r1arogaps Yemy xvpyp!' Moxker
pa3veCTUTb M3ae/ve 1 acnvpauym psfoM C AUCTaslbHbIM KOHUOM 3/1eKTpoda 6e3
(OyHKLMM acnmpaLmm. ACnpaumio UCToMb3yHOT 4719 YryuLLCELLIA BU3yaniis3aLym 3a cHeT
YMeHbLLEHMA KO/IMYeCTBA My3bIPbKOB Mapa B MeCTe BMELLATENLCTBA WA MPUTSDKEHVS
CBOOOAHBIX C/I0eB TKaHel K aKTVBHOMY HaKOHEUHVIKY.

AnekTpoabl 6e3 hyHKUMM acnupaummn (c paboyeii YacTbio Knunom : VAPR 2,3, co
BCTPOEHHOM pyKOAHCOW, 140 MM ¢ paboyeir yaerbto c6oky : VAPR 2,3 (Kopo i Kni),
CO BCTPOEHHONM PYyKOATKOM, 85 MM; ¢ pabouyeir yacTbto kamnom : VAPR 23
(KOpOTKMIA), CO BCTPOEHHON PYKOSATKOW, 85 MM; KpruKoobpasHbiii : VAPR,
KPHOYOK 3,5 MM, CO BErpoenHoir pyKosATKOMN)

AneKTpogbl 6e3 PyHKLWN acnmpaLym — 3T0 U3Le/SA 4/1s abNALN MArKUX TKaHeln 1
reMocTasa/Koarynsuun. npegHasHayeHHble 415 npuvieHeHnst ¢ cucte.moi VAPR s
MPOBEJEHNST  aPTPOCKOMUYECKUX BMELLATE/IbCTB: OHW  MOCTaB/ISKOTCH € pabouvimm
HAKOHEYHNKaMM  Pa3HOM KOHCTPYKLUMM B 3aBUCU.MOCTU OT TeOMETPUM  aKTUBHOIO
3M1EKTPOAA U N30NsILMOHHOM NO oK (PUCYHOK 3).
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enclosure which forms either pan of or the whole handle. All
electrodes are single-use only.

All electrodes are designed to be introduced into the patient
cither via a cannula or direct insertion through a small incision.
Suction electrodes have an integral suction lube contained within
the shaft with an opening at the lip. The other end is connected
to standard operating theatre suction equipment after it leaves
the thermoplastic enclosure at the proximal end. Suction is
controlled either by a mediclamp on the suction tube or a flow
control valve in the handpiece. Non-suction electrodes may be
used with suction sheaths which assist the surgeon by placing a
means of suction close to the distal end of a non-suction
electrode. Suction is used to increase visualization by decreasing
the number of vapor bubbles at the site of use or attracting loose
fronds of tissue onto the active tip.
Non-Suction Electrodes (Wedge: VAPR 2.3 mm Wedge
Electrode with Integrated Handpiece, 140 mm; Side effect:
VMAPR 2.3 Side Effect Electrode (Short) with Integrated
Handpiece, 85 mm; Wedge: VAPR 2.3 mm Wedge Electrode
(Short) with Integrated Handpiece, 85 mm; Hook: VAPR 3.5
mm Hook Electrode with Integrated Handpiece)

Non-Suction Electrodes are soft tissue ablation and
hcmostasis/coagulation devices intended for use with VAPR
system for arthroscopic intenentions and available in different
functional types of the working tip according to the geometry of
the active electrode and insulation support (Figure 3).



OneKTpoL ¢ ONeKTpof,
paboyeit KPHOYKO-
YacTbto CH0KY / 0bpasHblii /
Side Effect Hook Electrode
Electrode

AnekTpog ¢
paboyeii
YacTbio B BUae
KmHa / Wedge
Electrode

PucyHoK 3. KoHdwmrypaumm aucTanbHbIX HAKOHEUHKOB 3/1EKTPO/0B 6e3 (PyHKLM acnvpaLym /

Figure 3. Distal Tip Configurations of Non-Suction Electrodes

C paboueii YacTbto cooKy ; VAPR 2,3 (KOPOTKWIA), CO BCTPOEHHOM PYKOSATKOM, 85
MM

C paboueli YacTbto cooKy : VAPR 2,3 (KOPOTKWIA), CO BCTPOEHHO PYKOSITKOM. 85 MV
pa3paboTaH TakM 06pasoM, YTOObI MaKCUMa/TbHO YBENMHMTL KOHTAKT C TKaHAMA U
OCYLLIECTBUTb BbICTPOE YMeHbLLIEHVE 06beMa TKaHe. AKTVBHbIA 31EKTPOL, M3rOTOB/IEH
13 BOSbhpama 1 pacriofnioxkeH CO0Ky OT paboyero HaKOHEYHMKA, a 00paTHbIA AIEKTPOS,
MPOXOAWT O M30/1ATOPY C NMPOTMBOMO/IOXKHOM CTOPOHLI aKTVMBHOIO 3/1eKTPoAa. JaHHas
KOHCTPYKLMS 0COGEHHO ahpeKTVBHa Mpv paboTe C TKaHSMK, AOCTYMN K KOTOPbIM
OCYLLIECTB/ISIETCS MOA OCTPbIM YI/IoM. Kpome TOro, M30/1sITop Y 06paTHbIA 3/1eKTPOf
obecreuvBalOT  [OMO/HATE/IbHYHO  3alLWTy  MPWIEralowyx — CTPYKTYp 0T
HenpegHaMEPEHHOTO  MOBPEXAEHUS MpY  aKTVBaUMW.  YBE/IMYEHHas!  KOHTaKTHas
MOBEPXHOCTb  3/1IEKTPOfda MO.MOTaeT 3TUM  3/1EKTPOAAM  BbINOMHATL  3qXheKTVBHbIN
remMocTas KpOBEHOCHbIX COCY/I0B.
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Side effect: VAPR 2.3 Side Effect Electrode (Short) \vith
Integrated Handpiece, 85 mm

Side effect: VAPR 2.3 Side Effect Electrode (Short) with
Integrated Handpiece. 85 mm is designed to maximize tissue
contact area and produce rapid tissue debulking. The active
electrode is made of tungsten and mounted on the side of the
working tip with the return electrode extending over the insulator
on the opposite side of the active electrode. This configuration
is particularly useful in engaging tissue which is approached at
an acute angle. Additionally, the insulator and return electrode
assist in protecting adjacent structures from inadvertent injury
during activation. The larger contact area of the electrode means
that these electrodes also produce effective hemostasis of blood
vessels.



PucyHok 4. CxeMaTn4iHoe 1306paxkeHue anekTpoga VAPR ¢ paboyeli YacTbio COOKY 2,3 (KOPOTKWIA), CO BCTPOEHHOM PYKOATKON, 85 Mv /
Figure 4. Scheme of Side elTcct: VAPR 2.3 Side EtYect Electrode (Short) with [ntegrated Ilandpiece, 85 mm
C paboueit YacTbto KMHOM : VAPR 2,3, cO BCTPOEHHON pYyKOSATKOM, 140 Mm n ¢ Wedge: VAPU 2.3 mm Wedge Electrode with Integrated
paboyeli YacTbio KMHOM : VAPR 2,3 (KOPOTKMiA), CO BCTPOEHHON pyKosiTKoi, 85 Handpiece, 140 mm and Wedge: VAPR 2.3 mm Wedge
MM Electrode (Short) with Integrated Handpiece, 85 mm

AKTVBHBIN HaKOHEYHVIK 3/1IEKTPOLOB C paboyeli YacTbio B BULE KHa nog yriiom 45°  The 45° angled active tip of the Wedge Electrodes is designed to
obecrieunBaeT 60/1ee KOHTPO/IMPYEMOe M TOUHOe BO3AeCTBIME Ha TKaHW. OH msroToesieH  facilitate controlled, precise tissue effects. It is made of .stainless
13 HepxasetolLie ctasm. Kpome Toro, 60KOBOe pacLumpeHue umsonATopa cBogut K steel. Additionally, the side extension of the insulator minimizes
MUHUMYMY HeXXesiaTe/lbHbIA KOHTaKT ¢ b/msnexalymm TkaHamn. Kopotkas mMogenb  undesired collateral tissue contact. A short variant (2.3 mm x 85
(2,3 MM x 85 MM) MOCTaB/ISETCA CO BCTPOEHHOW PYKOSITKO WN 6€3 Hee., mm) is available with or without integrated handpiece.
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Kxonka pyanoro

Crepxens
Paﬁo‘{uﬁ u?mnequu:/ anextpons/ yapagnenus/ Hand Pyxostka / Handle
Working Tip Electrode Shait control button

L—n / 1(""» | Oy

T
—— ]

(‘om Kﬁeﬂg Cable

PucyHoK 5. CxeMaTn4Hoe 1306paxkeHue anekTpoga VAPR ¢ pabodelt HacTbio B BUe KvHa 2.3. CO BCTPOEHHOM PyKosi FKoiA. 140 mm /
Figure 5. Scheme of Wedge: VAPR 2.3 mm Wedge Electrode with Integrated Handpiece. 140 mm
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PucyHok 6. CxeMaTnuHoe m30bpakeHe anekTpoga VAPR ¢ paboyei YacTbto B BUAE Kvna 2.3 (KOPOTKMIA), CO BCTPOEHHOM PYKOSITKON. 85 Mm /
Figure 6. Scheme of Wedge: VAPR 2.3 mm Wedge Flectrode (Short) with Integrated Handpiece, 85 mm

KptoukoobpasHbliii : VAPR, KpHOUOK 3,5 MM, CO BCTPOEHHOM PYKOSITKOM
KptoukoobpasHbliii : VAPR. KpHUoK 3.5 MMV, CO BCTPOEHHOM PYKOSITKOI pa3paboTaH a1
paspesaHVst TKaHeld. He cneflyeT 1Cronb30BaTh KPHOHOK B KaYecTBe 30H4A. AKTVBHbIA
3MIEKTPOL, M3roToB/eH M3 Bo/btpama. [JaHHast Mojesb MOCTaB/IseTcs B pasmepe 3,5 Mv
x 160 MM, CO BCTPOEHHOM PYKOSTKOM WM 6e3 Hee. CO BCTPOEHHbIM PyuYHbIM
yrpaB/ieHVeM Win 6e3 Hero.
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Hook: VAPR 3.5 mm Hook F.lcctrode with Integrated
Handpiece

Hook: VAPR 35 mm Hook electrode with Integrated
Handpiece is designed to provide tissue cutting. Use of the hook
as a probe should be avoided. The material of the active
electrode is tungsten. This configuration is marketed in 3.5 mm
X 160 mm. available with or without integrated handpiece with
or without handconlrols.



KHonka py4yHoro

Connector

PucyHok 7, Cxcvannumoe n3obpakeHuie anektpoga VAPR KpHOUKO06Pa3HOro, KPHHOK 3.5 MM. CO BCTPOEHHOM PyKOSTTKOM /
Figure 7. Scheme ol'Tlook: VAPR 3.5 mm Hook Electrode with Integrated 1landpiecc

5MT10KA3AHNA N NMPOTUBOINOKA3SAHNA K NMPUMEHEHIO M U VINDICATIONS AND CONTRAINDICATIONS FOR
BO3MO>XHbIE NMOBOYHBIE 39 PEKTbI MI) USE AND POSSIBLE ADVERSE EFFECTS
5.1. NokKazaHus 5.1. Indications

AnekTpoa oaHopasoBbii K cucTeme VAPR ana npoeeaeHust apTpockonmdcckmx  Single use electrode for VAPR system for arthroscopic
BVELLIATE/bCTB MpeHasHaueH A1 peseKumn, abnsaumm 1 oTceueHMs MSrKVX TkaHeld,  interventions are intended for resection, ablation and excision of
1CMcTasa  KpPOBEHOCHbIX COCYAOB WM KoarynsiuymM MSrkux TKaHeld y nauyeHToB, Soft tissue, hemostasis of blood vessels and coagulation of soft
HY>KOQIOLLMXCS B aprpoCKOMMYECKOA  XMPYPrM  KOJMEeHHOro,  riedeBoro, tissue in patients requiring arthroscopic surgery of the knee,
r0/IleHOCTOMHOIO, JIOKTEBOIO M 3arsiCTHOrO CyCTaBOB. shoulder, ankle, elbow, and wrist.
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5.2.MpoTtl1LLl)11lokalaHns
SnekTpog, ofHopasoBbii K cucteme VAPR ana nposedeHust apTpockonnyeckux  Single use electrode for VAPR system for arthroscopic

BMELLIATENBCTB MPOTUBOINOKa3aH:

B C/TyYae /oObIX HC apTPOCKOMMUECKUX XMPYPIMUECKIMX MPOLIEAYD;
B C/lyYae /0ObIX apTPOCKOMMYECKVX XMPYPrMYeCKUX MPOLIEAYP, MPK KOTOpbIX
He VCMIOT-'3yETCs Pac | BOp X/10p1Aa HaTpust W PUHrepa-niakTara /1 OpoLLIEHUS]

5.2.Contraindications

interventions are contraindicated in:

any non-arthroscopic surgical procedure;
any arthroscopic procedures where saline or Ringer's

OMepaLVIOHHOro Mosis;

e Yy MauUMeHTOB C KapaMOCTUMY/SITOpaMMU WA APYTUMA  37IEKTPOHHBIMM

VMIIaHTaTaMu;
* Yy NauyieHToB,

5.3.Mo604HbIe 3DeKTbl

Bce noboyHble 3peKTbl OTHOCATCA K W3LE/MKO  UCMO/Ib3yeMOMY COBMECTHO C
ANeKTpofaMn ofHopasoBbIMM K cucTeMe VAPR [115 NpoBefeHUA apTPOCKOMNMYECKIMX

BMELLIATE/LCTB.

KOTOPbIM

no itobon
apPTPOCKOMMYECKIC MPOLEAYPbI XMPYPruYecKe BMELLIATE/ILCTBA.

NpUYNHE

MPOTVBOMOKA3aHb|

Lactate is not used as an irrigant;

patients with heart pacemakers or other electronic device
implants;

patients for whom arthroscopic procedures are
contraindicated for any reason.

5.3.Adverse effects
All adverse effects are related to the product used in conjunction
with single use electrode for VAPR system for arthroscopic

intenentions

6. TEXHNUI XKNE XAPAKTEPUCTUKWN M /6. TECHNICAL CHARACTERISTICS OF MI)
Vcronb3yiiTe aonyck 5% /1t BeX 3HaUeHWiA, eciut iie yKasaHO MHOe.

Use 5% tolerance for all values unless otherwise noted.

Hapy>xHblit BbicoTa . AhheKTUBHASA ;ylMHA paboyeli vacTn
Hapy>kHbI . MHa
Lnametp paboyero HAMETD CTEDKHS anekTpoja (cocTouT in paboyero dnnHa .ﬂﬂ _
11:>mmeHokaHuc / BOTBPATHOIO HaKoHeYHMKa A P p/ HaKOHEeYHWKa, BO1BPAaT HOK 3/1ICKrpona u pyKOHTKM{ acmlpauHOHH_on
Name anekTpoja / anetorpons / K?niKTgogi it cTepxkHst anekTpoga) / Klectrode working Handle working TpybKm / _SUCt'On
Return Distal Straight & r(o)[()e a part (consists of a Working Tip. Return length Tube working length
Klectrode Ol) Height Klectrode and a Shaft) working length
C paboyeli 4acTbio 3.29i0.05 MM
kmwnom VAPR 2,3.
CO BCTPOEHHO 1.89i0,05 Mm 1.740.1 M 2.63+0.05 MM 142.4i0,1 wwm 162.440.1 mm N/A
PYKOSATKON. 140 Mm
3.66 +0,05 mm
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Wedge; VAPR 2.3
mm Wedge
Electrode with
Integrated
Handpiece. 140 mm

C paboyeii YacTbio

cboky : VAPR 2.3

(KopoTKwuid), co

BCTPOEHHO

PYKOSTKOM, 85 MM / 2,63i0,05 MM
2,29+0,05 MM 1.83iK).05 MM 89,510, mm 162.4+0.1 mMm N/A

Side effect; VAPR 3,66 0,05 MM

2.3 Side Effect

Electrode (Short)

with Integrated

Handpiece. 85 mm

C paboueii YacTbo
KnHoM ; VAPR 2.3
(kopoTKwMiA), co
BCTPOEHHO

PYyKOSITKOWA. 85 MM / 2,631£0.05 MM
2.29+0.05 MM [,7£0,1 MV 89.2+0,1 MM 162,410, MV N/A
Wedge: VAPR 2.3 3.66 £0,05 MM

mm Wedge
Electrode (Short)
with Integrated
Handpiece. 85 mm

OnekTpog VAPR
KPHOUYK000pasHbIl, 3,32+0.05 mm

KPHOYOK 3,5MM, €O 2,53+0.05 mm 2,53+0,05 mv 163,1+0,1 mm 162,4+0,1 Mm N/A
BCTPOEHHOM 3.72+0.05 mMm

PYKOSITKOM /
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Hook: VAPR3.5
mm Hook Electrode
with Integrated
Handpiece
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Tabnuua 2./ Table 2.

HanmeHoBaHue / Name

C paboyein HYaCTbo KMHOM :
VAPR 2.3, cO BCTPOEHHOI
PYKOSTTKO, 140 Mm /

Wedge: VAPR 2.3 mm Wedge
Electrode with Integrated
Handpiece, 140 mm

C paboueii YacTbio COOKY :
VAPR 2,3 (KOpOTKuiA), co
BCTPOEHHOI PyKOATKOM, 85 MM /

Side effect: VAPR 2.3 Side
Effect Electrode (Short) with
Integrated Handpiece, 85 mm

C paboueii YacTbio K/MHOM ;
VAPR 2,3 (KOpPOTKUiA), CO
BCTPOEHHOM PYKOSITKOMA. 85 .vvi/

Wedge: VAPR 2.3 mm Wedge
Electrode (Short) with
Integrated Handpiece, 85 mm

AnekTpog VAPR
KPHOUKO06pasHbIiA, KPHOUYOK
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3agaHHas no
YMOJIHaHWIO
Temnepatypa /
Default Set Temp

N/A

N/A

N/A

N/A

®dopma paboyero
HaKOHeYHuKa /
Working Tip shape

B Buge kmHa 2.3 M/
2.3 wedge

Co6oky (6okoBoI) 2.3
mm / 2.3 side effect

B Buge kvHa 2.3 mm /
2.3 wedge

B Buae kproyuka 3.5
v / 3.5 Hook

OuameTp
COBMECTUMOIA
KaHonm / Cannula
diametr

N/A

N/A

N/A

N/A

Cwna BcacblBaHus
acnupaLymoHHoR Tpy6ku /
Suction Tube suction force

N/A

N/A

N/A

N/A

Pacxof, (p13M0M0rUecKoro
pacTBopa B acnvpaLyioHHOl
Tpy6Ke / Suction Tube saline flow
rate

N/A

N/A

N/A

N/A



3.5MM, CO BCTPOEHHOIA
PYKOSITKOW /

Hook: VAPR 3.5 mm Hook
Electrode wnth Integrated
Handpiece

Tabnuua 3./ Table 3.

HaHMeHoBaHHCc/
Name

C pa6oueit yacTbio
KnuHom mVAI'R 2,3, co
BCTPOEHHON PYKOATKOM,
140 mm/

Wedge: VAPR 2.3 mm

W edge Electrode with
Integrated Handpiece, 140
mm

C paboyeil yacTbio c6oKYy
VAPR 2,3 (KOpOTKuit),
CO BCTPOEHHOI

pyKOATKOM, 85 MM /

Side etTect: VAPR 2.3
Side Effect Electrode
(Short) WTth Integrated

Handpiece. 85 mm

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

MoLuHocTh B pexnme a6}'IFILI|I/II/I no ymosi4aHuio

/ Defanlt ablate power

60/3 BT

60/3 BT

MOLLHOCL b B peXrMe Koarynaumm
no ymonyauHto / Default coagnlate
power

45/2 Br

45/2 BT

MakeHMalbHast MOLLHOCTb
B pexxmme abnauun /
Maximum default ablate
power

90/4 Br

90/4 Bi

.MakcumasibHasn
MOLLHOCTb B PEXXUME
Koarynsumm /
Maximum default
coagulate power

60/3 BT

60/3 BT



c paboueii yaclbio

knmHom VAI'R 2,3

(KOpoTKMuii), co

BCTPOEHHOW P>KOATKOI.

85 mm / 60/3 BT
Wedge VAPR 2.3 mm

Wedge F.lectrode (Short)

with (niegraied

Haitdpicce, 85 mm

dnekTpoa VAPR
KP 4K006pasilltii.
KpH4oK 3,5MM, co

BCTPOEHHOA KOATKOW /
P i 120/5 BT

Hook. VAPR 3.5 mm
Hook Hlectrixle \Mth

Integrated Handpiece
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45/2 BT

90/4 BT

90/4 BT

180/6 BT

60/3 Bi

120/5 Nr



7. UHOOPMALUMA O JIEKAPCTBEHHBIX TIPEMAPATAX N (UW1N)
PAPMALUEBTUYHECKIX CYBCTAHUMAX B COCTABE M

HIM. Vi3genvie He COAEPXKUT SIeKapPCTBEHHbIX MPernaparoB 1 (W) qapMaLeBTUHECKIX
cy6CTaHUWIA.

8. MEPEYHEHb MATEPWAJIOB YXBOTHOIO U (U11) HEJTOBEYECKOI O

NMPONCXOXAEHNA

HM. W3nenve He COOEPXMT MATepuarioB >KMBOTHOrO U (M/M) YesloBEUECKOrO
MPOVICXOXKAEHUS.

9. NTHPOPMAUUMA O INMPOLECCE INPOEKTUPOBAHNA, PASPABOTKE
BATMAAUNW MPOIMPAMMHOITO OBECINEYEHUA, NCIMNOJIb3YEMOIO B
MU

HcnpHMeHHMO.

10. TPEBOBAHUA BEE3OIMNACHOCTUN N SPDPEKTVBHOCT MU

C paboueit YacTbio KHOM : VAPR 2.3. CO BCTPOEHHOM PyKOSITKOM. 140 MM, ¢ paboyei
YacTbto CO0KY : VAPR. 2,3 (KOPOTKUIA), CO BCTPOEHHOM PYKOSITKOW, 85 MM, C paboqeli
yacTbto KHOM : VAPR 2.3 (KOpPOTKWiA), CO BCTPOEHHOW PYyKOSTKOW. 85 MM U
KpPHoUK006pasHbii : VAPR, KPHOHOK 3,5 MM, CO BCTPOEHHOM PyKOSTKOMN

MNPEAOCTEPEXXEHNA

. OnepvipytoLLpii - XvMpypr  JO/DKEH  XOPOLLIO  BriafieTb  apTPOCKOMMYCCKAMMN
XMPYPrUYECKMMM TEXHUKAMM.

. CM. pyKOBOACTBO MO 3KCrulyarauuy, B KOTOPOM MpWBELETe MoLlarosbie
VHCTPYKUMM M0 COOpKE WM HadasibHOM npoBepke cucTeMbl VAPR ana npoBeneHust
aPTPOCKOMNYECKMX BMELLIATENLCTB.
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7. INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
Not applicable. Devices do not interact with medicinal and / or
pharmaceutical substances.

8.LIST OF MATERIALS OF ANIMAL AND (OR)
HUMAN ORIGIN

Not applicable. This device does not contain materials of animal
and / or human origin.

9. INFORMATION ABOUT DESIGNING,
ENGINEERING, AND VALIDATION OF SOFTWARE
USED IN M)

Not applicable.

10. MD SAFETY AND EFFECTIVENESS
REQUIREMENTS

Wedge: VAPR 2.3 mm Wedge Electrode with Integrated
Handpiece, 140 mm; Side effect: VAPR 2.3 Side Effect
Electrode (Short) with Integrated Handpiece, 85 mm. \Wedge:
VAPR 23 mm Wedge Electrode (Short) with Integrated
Handpiece, 85 mm, and Hook: VAPR 3.5 mm Hook Electrode
with Integrated llandpiece

WARNINGS
 The operator should be experienced in arthroscopic surgical
techniques.



. Kak 1 B c/lyyae O BCEMU 3/IeKTPOXMPYPIUMHECKUMA MBLENNAMM, 3arpeLgeTcs
MCMOMb30BaTb  M3Ae/e B MPUCYTCTBUAM  BOCTUTAMEHSIOLLWXCH  aHECTETUKOB,
OKMCNAKOLLMIX Fa30B WM APYIX FOPHOUMX BELLECTB, MOCKO/IbKY 3/1eKTPOXMPYPIrYecKoe
M3AENNe MOXKET SIBNSTLCA MCTOYHMKOM BO3IMOpPaHIS.

. C OCTOPOXHOCTbHO BBOAUTE W U3B/EKaTe 3/eKTPOAbl, UTOObI WICK/HOHYUTL
BO3MOXHble MOBPEXOEHVST  MB0E/MS  WWIM  HaHeCeHVe Bpeda MauVeHTy Wi
XMPYPrmyecKomy MepcoHasty.

. Y[0CTOBEPbTECh, YTO MPUTOK WM OTTOK XWAKOCTU HaxXOAUTCA Ha AO/HKHOM
YPOBHE W 3MIEKTPOL aKTUBMPYETCS TO/IbKO B MPUC\TCTBMM  TOKOMPOBOAALLED
OPOCHAIOLLIEr0 pacTBopa (Hanpyivep, pacTBopa X/iopuaa Harpus Wiv Pyunrepa-riakrara).
11pnMCHeHVe payo4aCcTOTHON SHEPrM C HEMOAXOASALLMM PacTBOPOM A/1S OpOLLIEHUS
MOXET MPMBECTU K MEPErpeBy XUAKOCTU C MOC/IELYHOLLMMN OXKOFaMM KOXM B TOUKE
[OCTyrna Wi PsgoM C Held, a Takoke MOXKET MPUBECTU K MOBPEXEHMIO HaKOHEUHMKA
AMeKTPOJA.

. He pfoTparvBaliTecb [0 HAKOHEYHVKA 9/IEKTPOa, HaxXofsLIerocs nog
HaNpsDKEHVIEM.
. My MPOBEAEHNN 3MIEKTPOXMPYPIYECKO MPOLRAYPbl MALMEHT He [0/DKeH

MMETb MPSIMOTO KOHTAKTA C 3a3eM/TEHMbIMA META/TIMHECKUMM 06beKTamm. CriyualiHb i
KOHTaKT C MaLyeHToM, Korda cucteMa YJUNVK ansi MpoBeneHVst apTPOCKOMMUCCKIMX
BMELLIATE/TLCTB HAXOAWTCS BAECTBIN, MOXET MPUBECTU K OXKOTaM.

. Cobrogalite KpaliHioro OCTOPOXHOCTb Mpu VCMO/b30BaHUN
AMEKTPOXVPYPIUYECKHX  M3AEMMIA B HEMOCPEACTBEHHOM 6G/M30CTM WA B MPSIMOM
KOHTaKTe C /H0ObIMA MET/UIMHECKUMA MpeaMeTami. BOMbUIMHCTBO apTPOCKOMOB U
apPTPOCKOMUYECKUX  VHCTPYMEHTOB -  MET&/VIMYECKMe.  3arnpelligeTcsl  MpyBOAWTD
aMeKTPO/, B pabouee COCTOsIHME, MOKA KaKas-NB0 Hac Tb ero HAKOHEYHMKA HaXoauTes B
KOHTaKTe C MET&/VMUECKUMN OBBEKTAMM WM MHCTPYMEHTaMW. HapylueHve 3Toro
NPeNoCTEPEXXEHNST MOXET MPUBECTU K HenpeaHaMepeHHOMY HaHECEHUO TpaBM
NaUVIEHTY WM XVPYPruYecKoMy MepcoHasly W MOBPEXIEHIO aM1eKTpoda Winm
Apyrol'o 060pyI0BaHYAS.

. HeHy>KHOE Wi C/MLLIKOM [I0/TT0e HAaXOM/EHVIE 37IEKTPOAA B paboyeM COCTOSHUM
BO BPeMs 1 My MPUMEHEHVEM Ha TKaHSIX MOMCET MPMBECTM K HemnpenHaMepeHHbIM

TpaBMaMm.
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* [Mease refer to the user manual for step-by-step instructions
regarding the assembly and initial system check of the DePuy
Mitck VAPR system.

 As with all electrosurgical devices, do not use in the presence
of Mannnabk anesthetics, oxidizing gases or other flammable
substances, as an electrosurgical device has the potential for
providing a source of ignition.

o Carefully insert and withdraw electrode to avoid possible
damage to the device and/or injury’ to the patient or surgical
personnel.

« Unsure that fluid inflow and outflow is adequate and that the
electrode is activated only when surrounded by conductive
irriganl solution (e.g.. saline or Ringer's Lactate). The use of RL
energy with inadequate irrigation may overheat the fluid enough
to cause skin burns at or near the access site and may result in
damage to the electrode tip assembly.

* Do not touch the electrode tip when power is being applied.

» During an electrosurgical procedure, the patient should not be
allowed to come into direct contact with grounded metal objects.
Inadvertent contact with the patient when the VAPR system is
activated may result in burns.

* Observe extreme caution when using electrosurgery in close
proximity to. or in direct contact with, any metal objects. 1he
majority of ailhroscopes and arthroscopic instruments are metal.
Do not activate the electrode while any portion of the electrode
tip is in contact with metal objects or instruments. Doing so may
result in unintended injury to the patient or surgical personnel
and/or damage to the electrode and/or other equipment.

« Avoid unnecessary and prolonged activation of the electrode
during and between tissue applications, failure to do so may
result in unintended injury.

* Do not reuse any accessories labeled as SINGLE USE. These
products are for single-use only and have not been designed to
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. Owmbka Mpy MOAK/MOYEHMN  acnpPamMmMonHOH TPYOKM K acrivpaLyiOHHOM
YCTaHOBKe COOTBETCTBYIOLLIE MOLLHOCTU MOXKET MPMBECTU K OXKOraMm MaupeHTa Wi
OrMepUPYIOLLIEro Xnpypra.

. SAMNPELLAETCHA Hagonro mn 6e3 HagobHOCTN 00aBNATb 30H[, BK/IHOHEHHbIM.
lak KaK OpOLLaKoLLgas >KUAKOCTL — MepuypeBacrcsi, WM 3T0  MOXET BbBBATb
HenpeaHaMepeHHoe MOBPEXIEHe TKaHe. AKTVBaLMA 30H4a B TeUeHWe J/INTeSTbHOo
nepuoja BpeMEHM BO BpeMs WUCMO/b30BaHMSA  acrpPaLUMOHHON yHKLMN  MOXET
MPVBECTM K HarpeBaHWIO CTEXHA 1 aCnMpaLyIOHHbIX TPYOOK.

. Mpn  HopMasibHBIX YCMOBUAX 3KCIUTyasaLMn  JUICKTPOAb! M3HALLMBAKOTCA B
3aBMCMMOCTM  OT  Pas/MuHbIX  (PAKTOPOB, TaKMX KaK  Mpo/iOv S ATEILHOCTL
CrO/b30BaHNS, BbICOKas CKOPOCTb Y/asieHWs1 TKaHel, NPOA0/HKMUTENIbHOE NPUMeHeHVe
HA KOCTHbIX MOBEPXHOCTSAX, MPOLO/DKUTENIbHOE MPUMEHEHWE B COMEBOM PacTBOpE,
MPVIMEHEHMe HACTPOEK MOBbLILLEHHOM MOLLHOCTU M UCMO/Ib30BaHMe M MAHUM&TBHOM
acnpaumm Wi Masiol CKOpOCTU Mofa4qn >AKocTel. [Meproanyeckn Heo6Xoanmo
MPOV3BOAMTL OLIEHKY HaKOHeUMKa 3/1IeKTpOoJa Ha MpeaMer M3HOCa W Ha/iexallen
paborbl. B c/lydae CUIbHOM0 M3HOCA 3/1EKTPOS, ClIeAYeT 3aMeHUTD.

. Mpw MCMOMb30BaHMM  acrMPaLUMOHHBIX  3/IEKTPOLOB MOAKKUMTE
acnpauyioHHbIA afanTep KCTaHAapTHOMY 060PYyA0BaHNIO, MEKOLLEMYCS B 60/TbHMLIE.
MpoBepbTe, YTOOb! PO/IMKOBbIN 38XKMM 6bUT OTKPLIT, @ paspexeHne coctassio ot 300
f0 700 MM.pT.CT.

. B pesynbTaTe 3/71EKTPOXUPYPIUYECKMX MaHUMYNSLMIA BO3MOXHO TMOpadKeHVie
OKPY>KAOLLIMX TKaHel BCMeACTBUE SITPOrEHHOMN TPaBMbl.

. He v3BneKaiiTe 1 He BBOAWUTE 3/1EKTPOA, HAXOASALLACA MOf HAaNPSDKEHVEM .

. Bcreacteuve mMasnioro obbemMa CyCTaBHOM LLE/M B Ma:lbX CyCTaBax, TakuMX Kak

3ansCTbe, MOXKET BO3HVKHYTb HEOGXOAVMOCTb YMEHLLLUTL MOLLHOCTb BPYUHYIO WK
YBE/MUMTb MOTOK. MPOXOASLLMIA Yepe3 CyCTaB, UToObl 0GECTIEUMTL Er0 Had/IeKallee
OX/IKIEHME.

MEPbLI MPEAOCTOPOXHOCTU

. IMepen NepBbIM MPUMEHEHVEM YOEANTECH, UTO BCE COAEPKMMOE VHCTPYKLMM 0
MPUMEHEHNIO, BKKOYasi MepbI NMPEAOCTOPOXKHOCTK, NPENOCTEPEXEHUS 1 YKa3aH st Mo
VCMO/b30BaHMIO, MPOUMTaHbI U MOHATHBL Be30nacHOCTb 1 adeKTUBHOCTb
MPOBEEHNS 3MIEKTPOXMPYP! NUECKO OrMepaLivn 3aBUCUT He TOMbKO OT M3, HO 1
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* Electrodes will wear from normal use. dependent on factors
such as length of use, high tissue removal rate, prolonged use
against bony surfaces, prolonged use in saline, high power
settings, and use with minimal suction or fluid management.
Periodically assess electrode tip for wear and proper operation.
Replace the electrode if excessive wear is noted.

» For electrodes with suction, attach the suction adapter to
standard hospital suction equipment. Ensure that the roller clamp
is open, and vacuum is in the range of 300 mmHg to 700 mmlig.
» Damage to surrounding tissue through iatrogenic injury could
occur, as an effect of electrosurgery.

* Do not withdraw or insert the electrode when power is being
applied.

* Due to low joint-space volume in smaller joints, such as the
wrist, it may be necessary' to manually lower the power settings
or increase flow through the joint in order to maintain adequate
inter-joint cooling.

PRECAUTIONS
* Prior to initial use, ensure that all package inserts including
warnings, cautions, and Instructions for Use are read and
understood. Safe and effective electrosurgery is dependent not
only on equipment design but also on factors under the control
of the user (refer to the user manual).




OT (paKTOPOB, KOTOPbE KOHTPO/MPYET MO/Ib30BaTe/ b (CM. PYKOBOACTBO M0 » When not in use. place the active Electrode in aclean, dry,
aKcruyatauyn). non-conduclive. and highly visible area not in contact with the
. EC/mM aKTVIBHBIA 3/1EKTPO/, He UCTIOMNb3YEeTCs, Pa3MELLIANTE ero Ha YMCTOM, patient. Inadvertent activation while in contact with the patient
CYXOW, He TOKOVPOBO;IALLICIA 1 XOPOLLIO BUAMMOIA MOBEPXHOCTM, He MMEIOLLIE KOHTaKTa  may result in burns.

C MauyeHToM. llerlpeaHavepeHHas aKTviBaLys B C/lydae KOHTaKTa ¢ nauyeHToM MoxkeT —  Excessive force may damage the electrode tip assembly.

MPVBECTU KOXOTaM. » Ensure that the Electrode is fully seated in the Handpiece

. Vi3nnLiHee NpuniodkeHve Cibl MOXKET MPMBECTU K MOBPEXAEHNIO HakoHeUHMKa  prior to use. (Note: Not applicable on Electrodes with
aneKTpoja. integrated cable.)

. [Mepen, 1crosb3oBaHMeEM YoeauUTeCh, YTO 3/IEKTPOZ 0 Yropa BXOAUr B * Avoid fluid contact with the proximal end of the

pykosTKy. (MpyMeyaHie: HENPUMEHUMO /1A 3/IEKTPOAOB CO BCTPOEHHbIM KaberieMm.) Electrodc/llandpiece interface. (Note: Not applicable on

. 136eraiite KOHTaKTa XKMAKOCTEN C MPOKCUMa/TbHBbIM KOHLIOM Electrodes with integrated cable.)

anekTpoaa/pykosaTku. (MpymeYaHvie: HeMpUMEHNMO 151 3M1EKTPOAO0B CO BCTPOEHHbIM * Attempts to bend non-FLEX 3.5 mm Electrodes can result in
Kabere.m.) electrode fracture.

. MonbITka COL'Hyrb HErnbKMiA KprovkoobpasHbii - VAPR, KPHOYOK 3,5 MM. CO

BCTPOEHHOI PYKOSI3KOIA. MOXKET MPUBECTY K MO/IOMKE 371EKTPOJA.
11. TPEBOBAHUNA K TEXHNYECKOMY OBCiyOKHB.AHHK) 1 PEMOHTY 11. REQUIREMENTS FOR TECHNICAL SUPPORT

MU AND REPAIR OF MD
11enpMCHMO. Not applicable.
12. ONMNCAHNE METOAA CTEPUTN3ALLIN 12. DESCRIPTION OF STERILIZATION METHOD

AnekTpoa oaHopasoBbl K cucte.ve VAPR a1 nposeaeHMst  apTpockonmueckux  The electrode used in the VAPR system are provided sterile and
BMELLIATE/NbCTB, MOCTaB/SETCA CTEPWIbHBIM U OfHOPa3oBbIM A1 o/wipkpaTHoro are disposable for single use. The VAPR Electrodes are
1cronb3oBaHUs. AnekTpodabl VAPR CTepunmsyroTcsl raMma-u3ydeHnem 1o ypoHsa  Sterilized by gamma radiation to an SAL level of 10* using the
rapaHTUPOBaHHOM CTepWibHOCTM 10N € MCMOMb:OBaHMCM  MeToauKu  M30bITouHoi — overkill method by contract sterilization companies.
CTepwmsaun  C  MPYB/IEYEHVEM  KOMMAHUIA-MO.UPSAYMKOB MO MPOBEAEHUIO

CTepWI3aLMN.

13. MEPEYEHb N ONMMNCAHVE MATEPUVANIOB M 13. LIST AND DESCRIPTION OF MD MATERIALS
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c pabouyeri 1 NI MAGNUM 8434 {«00Y KEMWKAJIC») MACTEPBATY — Wedge: 1 ABS MAGNUM 8434 (DOW CHEMICALS)
YacTbio KVMIM CEPbIN «KJTAPUAHT» 22572 OO3VIPOBKA 2% LBET — MAHTOH VAPR23 mm MASTERBATCH - GREY CLARIANT 22572

VAPR 2,3, co C'BE M10-I1-:PbliA2u Wedge DOSED AT 2% ("OLOUR mPANTONE COOL

BCTPOEHHO 2. ABC MAGNUM 8434 («OY KEMWKAJIC») MACTEPBArY — Electrode with GREY 2U

PYKOSITKOM. 140 UEPHbIN «KNAPVIAHT» 1924! [O3VIPOBKA 2% LIBET — [MAHTOM Integrated 2. ABS MAGNUM 8434 (DOW CHEMICALS)

MVI COCTABHOW YEPHbIA U Handpiece. MASTERBATCH - BLACK CLARIANT 19241
3. CWIMKOHOBbBIV KAYUYK AP301/60 BE/bIN 140 mm; DOSED AT 2% COLOUR - PANTONE
4. TTA-1M 10/90 («<KYPCTEK» 90% ASTFOMHWIN10% LIVPKOHIAN) PROCESS BLACK U
5. AYCTEHUTHAS] HEPXX/BLK)LWW\A CTA/lb MAPKW 14305 B 3. SILICONE RUBBER AP301/60 WTIITE
COOTBETCTBUW CO CTAHIAPTOM BS EN 10088 4. ZIA-IM  10/90 (COORSTEK  90?b
6. TPYBKA 3 HEPXABEIOLWEN CTAMM MAPKW 14751 B ALUMINA / 10%Z1RCON1A)
COOTBETCTBU CO CTAHIAPTOM BS EN 10088-1:1995 (31611) WA 5. AUSTENITIC STAINLESS STEEL GRADE
MAPKW AlS1 304 (1.4301) ot MAPKI AIS1 30411(1.4948) 1.4305 TO BS EN 10088
7.  HEPXABEIOWAA CTA/lb MAPKWM 31611 WA 316L B 6. STAINLESS STEEL TI/BE TO BS EN
COOTBETCTBUW CO CTAHOAPTOM BS EN 10088. 10088-1:1995 GRADE 14751 (EQUIVALENT
8.  KJEW EPOTEK 353 ND TO AIS! 316Ti)orGRADE AISI .304 (1.4301)or
9.  MONVBUHWINAEH®TOPWUL - KBM 100 YEPHbLI/ GRADE AISI304H( 1.4948)

7. STAINLESS STEEL GRADE 316Ti OR
316L TO BS EN 10088

8. ADHESIVE. EPOTEK 353 ND

9. PVDF-KBM 100 BLACK

(? paboueii 1 ABC MAGNUM 8434 («[1J0Y KEMVKAJ/IC») MACTEPBATU — CEPbI  Side effect; 1 ABS MAGNUM 8434 (DOW
YaCTbIO COOKY : «KNAPVAHT» 22572 OO3NPOBKA 2% LIBET — [MAHIOH CBET/IO- VAPR23 CHEMICALS) MASTERB.-VICll - GREY
VAPR 2,3 CEPbI 2U Side Effect CLARIANT 22572 DOSED AT 2% COLOUR -
(KOPOTKWIA), €O 2. ABC MAGNUM 8434 (<OY KEMWKAJIC») MACTEPB/IIY4 — Electrode PANTONE COOL GREY 2U
BCTPOEHHOIA UEPHbIN «KJTAPUAHT» 19241 [O3VIPOBKA 2% LIBET — MAHTOH (Short) with 2. ABS MAGNUM 8434 (DOW
PYKOSITKON. 85 COCTABHOW UEPHbLIV U Integrated CHEMICALS) MASTERBATCH - BLACK
MM 3. CWIMKOHOBbI/ KAYUYK /1P301/60 BE/bIA Handpiece. 85 C'LARLANT 19241 DOSED AT 2% COLOUR -
4. ZTA-IM (10./90) (<KYPCTEK>» 90% AJTFOMUHNINI0% LINPKOHWIA) — mm; PANTONE PROCESS BLACK U
5. HEPXABEIOLLAS CTA/Ib MAPKW 1.4404 B COOTBETCTBUM CO 3. SILICONE RUBBER AP301'60 WHITE
CTAHIAPTOM BS EN 10088 4. ZTAIM (10.90) (COORSTEK  90%
6. TPYBKA I3 HEP)XABEIOLLIEM CTA/IM MAPKW 14751 B ALUMINA / 10%Z1RCONIA)
COOTBETCTBUM CO CTAHOAPTOM BS EN 10088-1:1995 (316Ti) WA 5. STAINLESS STEEL GRADE 1.4404 TO BS
MAPKW AISI 304 (1.4301) or MAPKI A1S1 304H (1.4948) EN 10088
7. HEP)XABEKOLWAA CTA/Ib MAPKWM 31611 WA 3I6L B 6. STAINLESS STEEL TUBE TO BS EN
COOTBETC1BU/W CO CTAHIAPTO.M BS EN 10088. 10088-1:1995 GRADE 14751 (EQUIVALENT
8. KJIEM EPOTEK 353 ND TO AISI 316Ti)orGRADI-: AISI 304 (1.4301) or
9. MOAVBVHWINOEH®TOPUA-KBM 100 YEPHbLIA GRADE AISI 30411 (1.4948)

7. STAINLESS STEEL GRADE 316Ti OR
316LTOBS EN 10088
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C paboueii

YaCTbio KNNHOM

VAPR2,3
(KopoTKwiA), co
BCTPOEHHOW
PYKOSITKOIA. 85
MV

KptoukoobpauHbli
:VAPR. Kpto4okK

3.5 Mm. co

1 A MAGNUM 8434 {«]0Y KEMUKAJIC») M/ICTEPBATY —
CEPbIV «KNIAPUAHT» 22572 IO3VIPOBKA 2% LIBET — MAHTOH
CBET/10-CEPbI/ 2U

2. ABC MAGNUM 8434 («J0Y KEMWKAJIC») MACTEPBATY —
UEPHbIN «KIAPUAHT» 19241 JO3POBKA 2% 1LLET — MAH MOH
COCTABHOW YEPHbBIN U

3. CUNNKOHOBBIN KAYUYK AP301/60 BE/bIA

4. ZTA-IM 10/90 («KYPCTEK» 90% ASTLOMVHAMA/10% LIPKOHII)
5. AYCTEHUTHAS HEPX<ABEIOLLASI CTA/Tb MAPKI 1.4305 B
COOTBETCTBWIW CO CTAMA.APTOM BS EN 10088

6. TPYDLXKA V3 HEPXKABEOLLIEM CTA/IN MAPKW 14751 B
COOTBETCTBUW CO CTAHIAPTOM BS EN 10088-1:1995 (316Ti) WA
M.APKI AISL 304 (1.4301) or MAPKI AISI 304H (1.4948)

7. HEP>XABEIOLLASA CTA/Ib MAPKU 316 Ti U/TV316E B
COOTBETCTBWW CO CTAHIAPTOM BS EN 10088.

8. KJIEW EPOTEK 353 ND

9. MONVBUHWINAEH®TOPU- KBM 100 YEPHbI/

1 .ABC MAGNUM 8434 («00Y KEMWKAJIC») MACTEPBATH
CEPbIN1 «KJTAPUAHT» 22572 OO3NPOBKA 2% LUBET — HJ/IHTOH
CBET/10-CEPbI 2U
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Wedge;
VAPR2.3 mm
Wedge
Electrode
(Short) with
Integrated
Handpiece. 85
mm;

Hook; VAPR
3.5 mm Hook
Electrode with

8. ADHESIVE. EPOTEK 353 ND
94 PVDF-KBM 100 BLACK

1. .ABS MAGNUM 8434 (DOW CHEMICALS)
M.ASTERBATCH - GREY CLARIANT 22572
DOSED AT 2% COLOUR - P.ANTONE COOL
GREY 2U

2. ABS MAGNUM 8434 (DOW CHEMICALS)
MASTERBATCH - BLACK CLARIANT 19241
IX)SED AT 2% COLOUR - PANTONE
PROCESS BLACK U

3. SILICONE RUBBER AP301/60 WHITE
4. ZTA-IM 10/90 (COORSTEK
ALUMINA / I0%Z1RCONIA)

5. AUSTENITIC STAINLESS STEEL GRADE
1.4305 TO BSEN 10088

6. STAINLESS STEEL TUBE TO BS EN
10088-1:1995 GRADE 14751 (EQUIVALENT
TO AISI 316Ti)orGRADE AISI 304 (1.4301) or
GRADE AISI 304H (1.4948)

7. STAINLESS STEEL GRADE 316Ti OR 316L
TO BS EN 10088

8. ADHESIVE, EPOTEK 353 ND

9. PVDF - KBM 100 BLACK

90%

1 ABS MAGNUM 8434 (Dow
CHEMICALS) MASTERBATCH - GREY
CLARIANT 22572 DOSED AT 2% COLOUR -
PANTONE COOL GREY 2U



BCTPOEHHOI 2. JIEC MAGNL'M 8434 («A0Y KEMWKAJIC») MACTEPBEATY — Integrated 2. ABS MAGNUM 8434 (Dow
PYKOSITKOIA; UEPHbIN «KJTAPVAHT» 19241 OO3NPOBKA 2% LIBET — WINTOH  Handpiece; CHEMICALS) MASTERBATCH - BLACK
COCTABHOM l-IEPHI:>\!I/I 0] . CLARIANT 19241 DOSED AT 2% COLOUR -
3.  CUWINKOHOBbLI KAYUYK AP301/60 BE/TbIN PANTONE PROCESS BLACK U
4. OKCUA AMFOMUHWA. NEMAPOBAHHbBIA OKCWUAOM LIMPKOHNA 3.  SILICONE RUBBER AP301/60 WHITE
10/90 4. 10/90 ZTA
{10% LIIPKOHI5/90% AJTKOMUHINSA) (109%7.IRCON1A/90%AIL.UMINA)
5. HEP>XABEKOLW,.AA CTA/Ib MAPKI 14571 B COOTBETCTBM CO 5. STAINLESS STEEL GRADE 14571 TO BS
CTAHOAPTOM BS EN 10088 . EN 10088
6. TPYBKA W3 HEPXABEKOLWLEN CTAIM MAPKW 14751 B 6. STAINLESS SIEEL TUBE TO BS EN
COOTBETCTBM CO CTAHOAPTOM BS EN 10088-1:1995 (316T1) WA 10088-1:1995 GRADE 14751 (EQUIVALENT
MAPKI A1SI 304 {1.430Dor MAPKW AISI 304H (1.4948) O AISI 316Ti) or GRADE AISI .304 (1.4301) or
7. KJNEW EPOTEK 353 ND GRADE AISI 304H( 1.4948)
8. NoAMBNHUINOEH®TOPWL/ - KBM 100 UEPHbIA 7. ADHESIVE, EPOTEK 353 ND
8. PVDF-KBM 100 BLACK
Tabnnua 5 - 3HaueHNn CUMBOJIOB, YKa3aHHbIX Ha MapKUPOBKe Ta )le 5 - Interpretation of symbols used on the label
Homep no katasnory
REF Catalogue number
REF
Kog, naptun
LOT Batch code
LOT
FI] PagpaupoHHas cTepui>nanms
o= T—1 Sterilized using irradiation
ISTOMLE R :
WM3rotosuTenb
Manufacturer
td

G_I_I OBpaTUTECh K MHCTPYKLWM MO MPUMEHEHWIO
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Consult instructions for use



a. 2797
QTY

YYYY-MM-DD

YYVY.MM-DO

MADE IN

Si0nly

Tvin paboyeid Yactu: CF ¢ 3alLumMTOl OT paspsija
[nembpunnsTopa *

*MapKupoBKa paboyeli YacTn He
npeLycMOTPeHa, MOCKO/bKY Knaccutmkaums
paboueil YacTv OnpefensieTcs reHepaTopoMm, C
KOTOPbIM NMPUMEHSKOTCA AaHHbIE U3aeUS.
TpebyeMass MapKMpoBKa HAHOCUTCS PSAOM C
:0efVHVTeNem paboyeli YacTK reHepaTopa,
KOTOPbIiA PErUCTPUPYETCS Kak OTAeNbHOe
v3genve.

bBponeiickoe cooTBE3CTBME

KonnyectBo

Wcnonb3osatb go (M TT-MM-44)

Llara wsrotoenexus (MM r-mMm-4,0)

CpenaHo B

B cooTBETCTBUM C (hefepasibHbIM
3aKoHoAaTeIbecTBoM (CLLIA) 3TO M3aenve MoXeT
6bITb MPOAAHO TOMLKO BpaYy WK Mo Has3HAUeHWIO
Bpava
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a 2797
QTY

YYYY-MM-DD

VYW-MM-00

5(Only

Operating part type: CF with
defibrillator discharge protection *

*No marking of the operating part is
provided, as the classification of the
operating part is determined by the
generator with which these products
are used. The required marking is
applied next to the generator's
operating part connector, which is
registered as a separate product.

European Conformity

Number of Units

Use by (YYYY-MM-DD)

Date of Vlanufacture (YYYY-MM-
DD)

Made in

Federal Law (United States of
America) restricts this Device to sale
by, or on the order of a physician
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ATMochepHOe faBfeHue HeT 0C06bIX YCN0BUIA Barometric pressure no special conditions

Tabnumua 1. YcnoBusi XxpaHeHus:

HanmeHoBaHWe [nanasoH Tab e 7. Storage conditions:
Temnieparypa  He 6osiee 25 °C Designation - Range
OrHocuTeNbHasA HeT 0CO0bIX YC/I0BUIA Temperature  Below 25 °C
B/I2XXHOCTb Relative no special conditions
ATMOCEpHOEe  HET 0COBbIX YC/IOBUIA humidity
[aBeHVe Barometric  no special conditions
pressure
16. CpOK rofHOCTW, CPOK Cy>K0bl 16. Shelf life, use by date

3AnekTpog ogHopasoBblil K cucreve VAPR ana nposeaeHUst aptpockonnuccknx  The VAPR Bleclrode arc disposable, for single use only. Their
BMVELLIATENbCTB MpeAHa3HaueH /1 0AHOPa30Boro Mcronb3oBaHus. Cpok ciyxobl  (therapeutic) lifetime is the time oftheir intraoperative use.

VB[St —3TO BPeMs ero MHTPAoMNePaLMOHHOMO KCTOMb30BaHNS.

CpOK rogHOCTX BapuaLloB NCcUonHenns M yKasaHbl HDKE: Shelf life

C paboueit YacTbio KIMHOM : VAPR 2.3. cO BCTPOEHHON Wedge: VAPR 2.3 mm Wedge tilectrode with

PyKOSITKO. 140 Mm J roa Integrated Handpiece, 140 mm; 8 years
C paboueit YacTbio co0Ky : V.APR 2.3 (KOPOTKWUIA), CO BCTPOEHHOA o Side effect: VAPR 2.3 Side Effect Electrode (Short) 3 vears
PYKOSITKOM, 85 MM: 1 roma with Integrated Handpiece. 8™ mm; Y
C paboueii YacTbto KnHoM : V.APR 2.3 (KOpOTKWiA), co Wedge: VAPR 2.3 mm Wedge Electrode (Short)
o o : 3 roga . . A 3 years

BCTPOEHHOW PYKOATKON, 85 MM; with Integrated Handpiece, 85 mm:;
KptoukoobpasHbiii ; VAPR. KPHOHoK 3.5 MM, CO BCTPOEHHO Hook: VAPR 3.5 mm Hook Electrode with

.. J roga - «\vears
PYKOATKOM; Integrated Handpiece;
17. MEPEYEHbL PNCKOB 17. LIST OF RISKS
[Npovecc ynpasreHs prcKa.MA MPOV3BOAUTENA COOTBETCTBYET CTaHAapTy EN  The manufacturer's Risk Management process is in accordance with
ISO 14971:2012. EN ISO 14971:2012. For more detailed information see attached
Boree feTanibHYHO Mndhop.MaLo cMOTpK B OTYeTe MO YMpaB/ieHO PUCKaMI. reports.
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18. NHPOPMALNA O  NMPOBEAEHHBLIX  VCTIBITAHUAX,
MPOTOKOJIAX UCTIbITAHN, AHAJT3E TOJTYHEHHbBIX JAHHbBbIX

WMagenve cooTBeTCTBYHOT TpeboBaHuAam EN ISO 13485 MegmumHckoe
obopygoBaHMe - CucteMa MEEMKMEHTa KadecTBa - TpeboBaHuA /A
HOPMATUBHbIX Liefield. MoMHbIA CrMCOK MPUMEHVMbIX CTaHAAPTOB LOCTYMEH Mo
3anpocy.

19. MOPAOOK M YCNOBUA YTUITN3AUMN TN YHNYTOXEHNA
M

Vi3aenve 0THOCUTCA KKacCy BBco o tbci CTBUAN C KNacCUMKaLyien MeAULIMHCKX
0TXO0L0B. He3arpssHennas yrnakoBKa 1 NpUHag/IeXHOCTV OTHOCUTCA KKraccy J1B
COOTBETCTBUM C KaccUtKaLel MeOULIMHCKIX OTXOAOB. Moc/ie Uernosb30BaHms
U3Oeme N CTO YrMakoBKy HeoOXOAMMO XTWIM3MPOBaTb B COOTBETCTBUM C
MECTHbIMA  HOpMAaMK  cOr/flacHo TpeboBaHsM CaHlMH  2.1.7.2790-10 n
roCyapCTBEHHLIMM TPeOOBaHVAMM.

20. TAPAHTUA N PEKJTAMAUNA
Mpov3BoauTeNlb He GEPeT Ha Ce6s HUKAKMX [OMO/HUTENbHBIX 1apaHTUIAHBbIX
06513aTe/bCTB, 32 VICK/HOUEHVIEM TEX. KOTOPbIE HOPUANYECKN YTBEPXKIEHDI.
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18. INFORMATION ON THE TESTS CARRIED OUT, TEST
REPORTS, ANALYSIS OF THE OBTAINED DATA

Devices meet requirements EN 1SO 13485 Medical device - Quality
management system - Requirements for regulatory purposes. A full list
of applicable standards is available upon request.

19. MI) DISPOSAL RULES AND CONDITIONS

The product is classified as Class B according to the Medical Waste
Classification. The uncontaminated packaging and accessories are
classified as class A according to the classification of medical waste.
After use. the product and its packaging must be disposed of in
accordance with local regulations as required by SanPin 2.1.7.2790-
10 and national requirements.

20. WARRANTY
The manufacturer docs not assume any additional warranty

obligations, except those that are legally approved.



CornacoBaHo/APPROVAL

OpraHusauus/Organization

.Ajipec/Address

[AonxHocTb-~Occupation

Mmal Surname. Name

nNaragd MM M i/Date DI) MM YYYY

MopgnHcb/SignaUire

NHCTpyKUna HO NpUMEHEHUIO MeAULIMHCKOIo n3aenusa’
Instruction for Use for the medical device
ANeKTpo/l 0AHOPa30BbIN K cucteMe VAPR ans npoBefieHNs apTPOCKOMNYECKUX

BMeLlaTenscTB /

Single use electrode for VAPR system for arthroscopic interventions

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



0y

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



PA3PABOTUUMK: DePuy Mitek. Inc., 325 Paramount Dr., Raynham. Massachusetts 02767,
«[eMbto Maiitek, HK.», CIIJA, DePuy Milck, Inc.. 325 Paramount Dr.. Raynham, USA
Massachusetts 02767. USA

MANUFACTURER:
MPON3BOANTESb:

DePuy Mitek, Inc., 325 Paramount Dr.. Raynham. Massachusetts 02767,
«[elMbio Maiitek, VHK.», CLLIA, DePuy Mitek, Inc.. 325 Paramount Dr.. Raynham, USA
Massachusetts 02767, USA

PLACES OE PRODUCTION:
MECTA INPO3BOAC TBA:

Gyrus Medical Limited. Lortan Road. St. Mellons. Cardiff. Uk CG Qil.
Cjyrus Medical Limited, I-orlan Road, St. Mellons, Cardiff, Uk G5 Olt. Clreat Britain. Great Britain.

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

YMNOJIHOMOYEHHOW MPEACTABUTE/b MPOV3BOANTESA B

POCCUW: AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER

OO0 «[PKOHCOH & [DHKoHCOH», 121614, r. Mocksa, yn. Kpburiatckas, g, 17. Kopn. 2. IN RUSSIA:

Ten. +7(495)580-7777 Johnson & Johnson LLC.

RA-JNJRU-RZN®rrS.JNJ.com 121614, Moscow, Krylatskaya sir., 17/2.

Tel.+7 (495) 580-7777
RA-JNJRU-RZNra;:1TS.JNJ.com
3. HA3HAYEHVE MEAVNUMHCKOIO W3AE/IMA N MHPOPMALUMA OH 3. INTENDED USE AND INFORMATION ON POTENTIAL
MOTEHUMAJIbHBIX MOTPEBUTENAX M USERS OF M)
AneKTpos oaHopasoBbid K cucTeMe VAPR ans rdoecaeHus aptpockonnueckux — Single use electrode for VAPR system for arthroscopic interventions are
BVELLIATE/bCTB MpeaHasHauHb1 A1 Pe3eKLmM, abisiumm 1 oTceueHUs MArkux TKaHeld.  intended for resection, ablation and excision of soft tissue, hemostasis of
reMocTasa KpPOBEHOCHbIX COCY[OB M Koarynsuyn .Msrkvx TKaHeld y nauyeHtoB. blood ve.ssels and coagulation of soft tissue in patients requiring
HY)KOAIOLLMXCA B apTPOCKOMMYECKOM  XMPYPraM  KomeHHoro,  nneyeBoro.  arthroscopic surgery of the knee, shoulder, hip. ankle, elbow, and wri.st
6efpeHHOro, ro/IeHOCTOMHOrO. JIOKTEBOLO M 3arsiCTHOMO CyCTaBOB. Potential users of MD
MoTenupa.nbuble NoTpebutein MiA The device is intended to be used in a surgical setting by personnel trained
V3nenve npeaHasHayveHo 419 UCMoMb30BaHMS B XUPYPrYeCKUX YCrioBmsiX nepcoHasiom.  in arthroscopic procedures. All personnel handling the device should be
06y4eHHbIM  apTPOCKOMMYCCKVM  MpoLienypam.  Becb  nepcoHan, pabdotarowpii ¢ fully aware of the instructions for use and. if applicable, the surgical
M3fenveM, [O/DKeH MOMHOCTBIO 3HAaTb WHCTPYKUMM MO 3KCrvlyataumm 1, ecsm  procedures.
MPUMEHMO, XMPYPIr1HeCKVie NPOLEaYPbI.
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Ycnosua npumMmcHeHus/akennyataymH M

BriaxkHoCTb 30-75 %
Temnepatypa OT1+10°C po+40°C
[JasneHve 70- 106 KR

4. ONMMCAHVME OCHOBHbIX ®YHKUNOHAJIbHbIX 3J/IEMEHTOB MU

4.1. ObLee onHcaHme hyHKLHOMaNbHbIX 3n1eMeHToB M/

AneKTpoa 0aHopasoBbii K cucTeMe VAPR 191 NPOBedeHUS apTPOCKOMUYECKUX
BMELLIATE/TECTB MOXKET MIMETb WM He UIMETB acrypaLiyioHHYH (DyHKLMIKO.

AnekTpog VAPR S90, 4,0 MM, acnupauyoHHbIii, nog yrnom 90°, co BCTPOEHHOWA
PYKOSATKOA

Anektpog VAPR S90. 4.0 MM, acnvpauvoHHbliA, nog yrriom 90°, co BCTPOEHHOM
PYKOSITKOM CO CTEPXKHEM, pPacrofiokeHHbIM 1og yriioMm  (avametpoMm 4.0 MM)
npeaHasHaYdeH 4151 YaaneHNst MArkUX TKaHel Npu apTPOCKOMNMYECKOM BMELLIATE/LCTBE B
He60/bLLIMX, TPYAHOAOCTYMHBIX 30HAX, TaKMUX KaK KOSIeHHbI CyCTaB (Harpuviep, 3a0Huin
por MeHMCKa). BCTPOeHHbIA acnmpaLyoHHbIA MopT (04HO acrmpauyoHHOe OTBEPCTYE)
MO3BO/ISET YAAIATL My3bIpbKA U MPOAYKTbI UcrapeHnst. KOHCTPYKUWA obecrieunBaeT
LLMPOKUIA aCMMPaLMOHHBIA  KaHasl, Yepe3 KOTOpPbIA K HakOHEYHUKY MPUTAMYBAKOTCH
CBOOOAHbIE C/IOM TKaHe, YTO CBOAWT 3aKyrnopKy K MvHUMyMy. SnekTpog VAPR S90,
4.0 MM. acnmpaLyMoHHbIA, nog yriiom 90°, co BCTPOEHHON PYKOSITKO MOCTaB/SIETCS C
PYKOSITKO C py4HbIM YMpaB/ieHieM Wi 6e3 Hero v paboyein g/iHoi 160 mMw.

Use/opcration conditions of ML)

Humidity 30- 75%
Temperature From+10°C to +40°C
Pressure 70-106 kPa

4. DESCRIin ION OF MAIN FUNCTIONAL ELEMENTS OF MD
4.1. General description of functional elements of MD

Single use electrode for VAPR system for arthroscopic interventions can
be with or without suction function.

With integrated handpiece: VAPR S90 Electrode 4.0 mm, 90° Suction
With integrated handpiece: VAPR S90 Electrode 4.0 mm, 90° Suction
with angled shaft (4.0 mm diameter) is intended to be used for removal of
soft tissue during arthroscopic procedures in smaller, more difficult to
access areas such as the knee (e.g.. posterior horn of meniscus). The
integral suction port (one suction hole) allows bubbles and vaporization
products to be removed. The design provides a large area suction path
which attracts difficult to access frond tissue to the tip and helps minimize
clogging. With integrated handpiece: VAPR S90 Electrode 4.0 mm. 90°
Suction is available with integrated handpiece with or without
handcontrols at a working length of 160 mm.

PucyHok 1 HakoHeuHvK anekTpoga VAPR S90, 4.0 MM. acnMpaupioHHoro, rnog, yrsiom 90°, co BCTPOEHHON PyKOSITKOIA/
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Figure 1. Tip of With integrated handpiece: VAPR S90 Electrode 4.0 inm. 90° Suction

Pa6oumii HAKOHEUHVIK / CrepxeHb Pykositka / Handle

PucyHok 3. CxematuyHoe nobpaxeELue -3nckmpoga VAPR S90. 4.0 Mv. acnnpauyoHHoro, nog yrsiom 90°, co BCTPOEHHOM PyKOSTTKOWM /
Figure 3. Scheme of With integrated handpiece: VAPR S90 Electrode 4.0 mm. 90° Suction

5.110KA3AHNA N MPOTUBOIMOKA3AHNA K MPUMEHEHUKO M N 5.INDICATIONS AND CONTININDICATIONS FOR MD USE
BO3MO>XHbIE MOBOYHbLIE 3PDEKTbI AND POSSIBLE ADVERSE EFFECTS
SA TMokasaHus 5.1. Indications

AnekTpoa oaHopasoBbii K cucteme VAPR ana npoBefeHus apTpockonmueckux  Single use electrode for VAPR system for arthroscopic interventions are
BMELLIATE/NLCTB MPeAHA3HAYeH [/ PeseKUMK, abnsiumm 1 OTCeUeHUst MSIrKUX TKaHeld, intended for resection, ablation and excision of soft tissue, hemostasis of
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reMocTasa KpOBEHOCHbIX COCY[OB W Koarylsiym Msrkux TkadHed y naumeHToB, blood vessels and coagulation of soft tissue in patients requiring
HY>KOQIOLLMXCA B apTPOCKOMMYECKOM — XMPYpPrM  KOJIEHHOro,  nneyeBoro,  arthroscopic surgery of the knee, shoulder, ankle, elbow’, and wrist.
r0/IeHOCTOMHOI 0, JIOKTEBOI0 M 3aMnsiCTHOIO CYCTaBOB.

5.2.11poTMBO|IOK;a3aHHS 5.2.Contraindications
AnekTpoa opHopasoBbii K cucteme VAPR ans npoBeaeHUs apTpockorHuyeckux — Single use electrode for VAPR system for arthroscopic interventions are
BMeLLIATE/NLCTB F)OTVBOMNMOKa3aH: contraindicated in;
*  BC/y4ae /obbIX He aPTPOCKOMHYECKUX XUPYPIYECKX MPOLEAYP;
* B C/lyyae /H0BbIX apTPOCKOMMYECKUX XVMPYPLUYECKVX MPoLedyp, My KOTOpbIX * any non-arthroscopic surgical procedure;
He 1CMOo/b3yeTCs pac rBop X/iopunaa Haspust Wi PUHrepa-nakTara /19 OpoLLEELLF  any arthroscopic procedures where saline or Ringer's Eaciatc is not
OrepaLoOHHOro Mosis; used as an irrigant;
* Yy TMauMeHTOB C KapaMOCTUMYSAropaMnu WA - JPYTUMU - 3/1EK3POHHBIMA » patients with heart pacemakers or other electronic device implants;
UMI/IaHTaTamu; » patients for whom arthroscopic procedures are contraindicated for
* Yy [ay/eHToB, KOTOpbIM MO /OGO  MpUYMHE  MPOTUBOMOKA3aHbI any reason.
apPTPOCKOMUYECKME MPOLIEAYPbI XMPYPrvecKyie BVELLATE LCTBA.
5.3.M0604HbIe 3ththeKTbI 5.3.Adverse effects

Bce no6ouHble 3dipeKTbl OTHOCATCA K M3aennio  ucronb3yemMoMy coB.MecTHo ¢ All adverse effects arc related to the product used in conjunction with
3MIEKTPOfaMM OfiHOPasoBbIMM K cucTeMe VAPR anst nposeaeHust apTpockornnyeckimx — single use electrode for VAPR system for arthroscopic interventions
BMELLIATE/LCTB.

6. TEXMMNYECKME XAPAKTEPUCTUK M / 6/ TECHNICAL CHARAC TERISTICS OF MD
VicrionbayiiTe gonyck 5% /151 BCeX 3HaYeHWIA, eC/IN He YKasaHO VHOe.

Use 5%tolerance for all values unless olheru'ise noted.

Tabnmua I./'Tabk 1
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Hapy>xHblIli gnameTp
BO3BPATHOI0 3/1EKTPOAA
/ Return Electrode OD

HanmeHoBaHue / Name

Co BCTPOEHHOW PYKOSITKOIA:
VAPR S90,4.0mm,
acnypaLyoHHbIN, Mog YoM
90/

With integrated handpiece:
VAPR S90 Electrode 4.0 mm.
9" Suction
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4.0040.05 mm

BbicoTa pa6ouyero
HaKOHeYHMKa
anekTpoga / Distal
Straight Height

6,1940,05 mv

Hapy>XHblIi
iiilUMCip CTEPXHS
3neka poga)/
Electrode Shaft
oD

4.,10+0.05 mm

AdhekTNBHAA ANnHA pabdoyeit
Yae3 1 371eKrpoga (CocTouT u3
paboyero HAKOHEUHNKA, [nvHa
BO3BPATHOIO 3/1EKTpoda U acnupaLMoHHo
cTepxHs anekTpoaa) ! Electrode Tpy6KmM / Suction
working part (consists of a Tube working length
Working Tip, Return Electrode
and a Shaft) working length

159.20.1 mm 388+3 mm

OnvHa

pyKosi TKM /
Handle working
length

162,4+0,1 mMwm



Tab6nuua 2. / Table 2.

3afaHHada no
yMONYaHuto
HanmeHoBAHME/ Temnepatypa /
Name Default Set
Temp
Co BCTpOEHHOIA
pykosiTkoli: VAPR
S90. 4.0 Mm,
acnuMpauyoHHbIA, Non
yrnom O/
With integrated
handpiece: VAPR S90
Electrode 4.0 mm. 90" N/A

Suction

Tabnuua 3. / Table 3.
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dopma paboyero

HaKoOHeYHunKa/
Working I'ip
shape

Mog yrnom 90° /
90°

AnameTp
COBMECTUMOM
KaHonm /
Cannula diametr

MuH, 5.5 Mv /
Min. 5.5mm

Cwuna
BCacbIBaHUS
acnupauyoHHo
Tpybkm / Suction
Tube suction
force

Cwvina acnvipauum
3aBUCUT OT
OCHOBHOI0

060pyfoBaHNS

The suction power
depends on the
VAPR system

Pacxog (h1M3nonornyeckoro pacteopa B acnvpanoHHon Tpybke /
Suction Tube saline flow rate

Pacxog m3nonormyeckoro pacteopa npy nosIHOCTbH0 OTKPbITOM
MOTOKOBOM K/lanaHe Jo/HKeH cocTtaBnsTb T 350 ./ .MyH go 500 mn
/ MyH (Mpwy gasneHnm 700 MM PT.CT.)

Pacxop, (u3ronormyeckoro pacteopa npy NoTHOCTbH 3aKPbITOM
MOTOKOBOM KJlanaHe JO/DKEH COCTaBNsATh He 601ee 10 M/ MuH (npy
fasneHnn 700 mm pr.)

Saline flow rate with flow control in maximum position to be
between 350 ml.min * (min.) and 500 ml.min * with suction at 700
mmllg.

Saline flow rale with flow control in minimum position to be not
greater than 10 ml.min * with suction at 700 mmHg



HauMeHoBaHMe/ MOLLHOCTb B peXxume A619UHH MOLLHOCTb B peXume KoaryisnHm MakcunmasibHast MOLLHOCTb B MakcumManbHas MOLLHOCTb B pexxmme
Name no ymonuyaxuto / Default ablate no ymonuaHuto / Default coagulate pexxume abnsaumm / Maximum koarynauum / Maximum default
power power default ablate power coagulate power
Co BCipocHHofi pykosrkoii.
VAPR S90.4.0MM,
aCVIVIpaI/II/IOKHbIﬁ, noa
yrnom <kO*/ 240 BT/7 BT (PacwmpeHHblit
120 B1/5 BT 260 BT/8 BT 160 BT/6B r

pexum/cTaHAaprHblit)
W ith integrated handpiece
VAPR S90 Electrode 4 0

mm. 90® Suction
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7. MHOOPMAUMA O JIEKAPCTBEHHbLIX TIPEMAPATAX W (UNN1N)
PAPMAUEBTUHECKNX CYBCTAHLUNAX B COCTABE MA

HW. M3penve HC coaepyKnT NieKapCTBEHHbIX MperapaTtoB U (W) (hapMaLeBTUHECKIX
Cy6CTaHLMIA.

8. MEPEYEHb MATEPVAJIOB XXNBOTHOIO U (UJ11) HETOBEYECKOIO

MPONCXOXOEHUNA

11l W3genve He COLEPXUT MaTepuasioB >XMBOTHOMO U (WM)  YeN0BEYECKOrO
MPOVICXOXIEHNS.

9. NTH®OPMAUUA O MNPOLIECCE NPOEKTUPOBAHNA, PASPABOTKE U
BANMMAAUNN TMPOI'PAMMHOITO OBECTTEYHEHUNA, NCIMOJIb3YEMOI'O B
M

HenpumeHumo.

. TPEBOBAH/A bE3OMNACHOCTU N SPPEKTVIBHOCT MU

Co BcTpoeHHOM pykos! KoH: VAPR S90,4.0 MM, aCUHpaUMOHHbIR, vog yriom 90°
NMPEAOCTEPEXXEHNA

. OnepupyroLLpin -~ XMpypr  [O/DKEH XOPOLLO  B.'LLEETb  apTPOCKONMUYECKUMMA
XVPYPrnyecKUMU TEXHUKaMW.

. CM. pyKOBOACTBO O 3KCrU/lyaTauy, B KOTOPOM TMpVBefeHbl TMOLLaroBble
VHCTPYKUMM MO COOPKe M HauasibHOM npoBepke cvcTeMbl VAPR 151 npoBefeHust
APTPOCKONMUNYECKMX BMELLIATE/LCTB.

. KaK 1 B c/lydae CO BCEMW 3/IEKTPOXVPYPIMHECKUMA VBAEMNA.MY, 3arpeLLiacrca
MCnonb3oBaTb  U3fenvMe B MPUCYTCTBUM  BOCTVIAMEHAEOLLYIXCA  aHECTETUKOB,
OKUCNAOLLMX rasoB WM APYTUX FOPHOUMX BELLIECTB, MOCKO/IbKY 3/IEKTPOXMPYPINYECKOE
N3AeMe MOXKET ABMATHCA UCTOYHWUKOM BO3ropaHus.
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7,  INFORMATION ABOUT MEDICINES AND
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
Not applicable. Devices do not interact with medicinal and / or
pharmaceutical substances.

(OR)

8.LLST OF MATERIALS OF ANIMAL AND (OR) HUMAN
ORIGIN

Not applicable. This device does not contain materials of animal and / or
human origin.

9. INFORMATION ABOUT DESIGNING, ENGINEERING, AND
VALIDATION OF SOFTWARE USED IN MD

Not applicable.

10. MD SAFETY AND EFFECTIVENESS REQUIREMENTS

With integrated handpiece: VAPR S90 Electrode 4.0 mm, 90° Suction
WARNINGS

» The operator should be experienced in arthroscopic surgical techniques.
* Please refer to the user manual for step-by-step instructions regarding the
assembly and initial system check of the DePuy Mitck VAPR system.

» As with all electrosurgical devices, do not use in the presence of
flammable anesthetics, oxidizing gases or other flammable substances, as
an electrosurgical device has the potential for providing a source of
ignition.

* Carefully insert and withdraw electrode to avoid possible damage to the
device and/or injury to the patient or surgical personnel.



. C OCTOPOXXHOCTBHO BBOAMITE W U3B/EKATE 3M1eKrpodbl. UTOObl VICKOHYUTL
BO3MOXHbIE MOBPEXAEHUA UM3Oe/MA  WWIM  HaHeCeHMe Bpeda MauveHTy Wi
XVPYPrvyecKoMy repcoHasty.

. Y0e roBCPbTECh, YTO MPUTOK MOTTOK KUAKOCTM HAXOAUTCA HAA0/MKHOM YPOBHE
N 3MIEKTPOA, aKTVBUPYETCA TOSIbKO B MPUCYTCTBAM TOKOMPOBOAALLEIO OpOLijatoLLEero
pacTBopa (Hanpuviep, pacTBopa X/opuga Hatpus win PuHrepa-niaktara). [MpumveHeHme
PagMoYvacToToOM 3SHEPrM C  HEMOAXOAALMM  PacTBOPOM /11 OPOLLEHUS MOXET
MPVBECTM K MEeperpeBy XWAKOCTU C MOC/EA>TOLLMMA OXKOramm KOXW B TOUKe 0CTyrna
WM PSYIOM C Held, a Takoke MOXKET MPUBECTU K MOBPEXAEHMIO HAKOHEUHMKA 3/1eKTPOJA.

. He potpa]'mBaiirecb [0 HaKOHEYHMKA 3/IEKTPOAA, HAaXOAALLErocs  noj
HanpsPKeHVEM.
. Mp NpoBeeHMN  3MIEKTPOXUPYPIMHECKON MpoLUEedypPbl MaLMEHT He [0/DKEeH

MMETL MPSAMOI0 KOHTaKTa € 3a3eM/IEHHBbIMU MET/VIMHECKUMN 06beKTaMy. CriyuaiiHb i
KOHTaKT C maupeHTomMm, Korga cuctema VAPR ana npoBeeHVS apTPOCKOMUYECKMX
BVELLIATE/IbCTB HAXOAMTCA B AEMCTBUM, MOXET HPUBEE3W K OXOE am

. Cobntopaiite KpaliHIoH OCTOPOXHOCTb npu CM0/Mb30BaHNN
ANCKTPOXMPYPIrNYECKUX M3OE/MIA B HEMOCPEACTBEHHOM 6/M30CTM WM B NPSIMOM
KOHTaKTe C JIH0ObIMA METa/VIMYECKVMMA MpeaMeTamy. BOMbLUMHCTBO apTPOCKOMOoB Y
APTPOCKOMUYECKUX  WHCTPYMEHTOB -  METa/UIMYECKMe.  3anpeLlgeTcd  MpYBOAUTL
3N1EKTPOZ, B paboyee COCTOsIHME, MOKA Kakas-nvbo YaCTb ero HaKOHEUHMKA HaXoauTcs B
KOHTaKTe C MET&/VIMYECKUMN OObEKTaMN WM WHCTPYMeHTaMn. HapyllieHvie 3TOro
NPEAOCTEPEXEHNA MOXKET MPUBECTU K  HeMnpesHaMepeHHOMY HaHECEHUIO  TpaBM
MauyieHTy WM XVPYPryeckoMy MepcoHasly WWin MOBPEXAEHWIO 3/IEKTpoga Wum
Jpyroro 060pynoBaHuS.

. HeHy3KHOC W CIMLLIKOM [J0/IT0e HAaXOXKAeHVe 3/1eKTpoza B paboyem COCTOSHUN
BO BPeEMA U MeXay MPUMEHEHVEM Ha TKaHAX MOXET MPUBECTU K HeMpeaHaMepeHHbIM
TpaBMaMm.

. 3anpeLuaeTcs MCronb30BaTh MOBTOPHO M3aenms ¢ nomeTkon SINCILE USR (414
OOHOPA30OBOIO NCIO/Ib30BAHNA). JaHHble v3fenna npegHasHayeHb! TOMbKO
0191 OQHOPa30BOr0  WCMOMb30BAaHUA W He  paspaboTaHbl A1 MOBTOPHOIO
Cr0/1b30BaHNS/NMOBTOPHOM CTepunMsaumn. MOBTOPHOE MCMOMb30BaHVE MOXET MOB/eYb
M3MEHEHVIE XapaKTEPUCTUK MaTepuasia, TakUX KakK KOpposuA MeTasvia W 3aryrnseHvie
KpaeB, JepopMaLii WM PacC/ioeHUI0 KepaMMYeECKMX M TVIaCTUKOBbIX YacTeld, YTo
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* Rnsure that lluid inflow and oulllow is adequate and that the electrode is
activated only when suiTounded by conductive irrigant solution (e.g..
saline or Ringer’s Lactate). The use of RF energy whth inadequate
irrigation may overheat the Huid enough to cause skin burns at or near the
access site and may result in damage to the electrode tip assembly.

* Do not touch the electrode tip when power is being applied.

» During an electrosurgical procedure, the patient should not be allowed to
come into direct contact with grounded metal objects. Inadvertent contact
with the patient when the VAPR system is activated may result in burns,

» Ob.sernve extreme caution when using electrosurgery in close proximity
to. or in direct contact with, any metal objects. The majority of
arthroscopes and arthroscopic instruments are metal. Do not activate the
electrode while any portion of the electrode tip is ii contact with metal
objects or instruments. Doing so may result in unintended injury to the
patient or surgical personnel and/or damage to the electrode and/or other
equipment.

* Avoid unnecessary' and prolonged activation of the electrode during and
belw/cen tissue applications. Failure to do so may result in unintended
injury.

* Do not reuse any accessories labeled as SINGLF USE. These products
are for single-use only and have not been designed to be re-used/re-
sterilized. Reprocessing may lead to changes in material characteristics
such as metallic corrosion and dulled edges, ceramic and plastic
deformation or splitting which may impact the strength of the device and
compromise device perfonnance. Reprocessing of single use devices can
also cause crosscontamination leading to patient infection. These risks may
potentially atTcct patient safety.

* Re-sterilization by autoclave may cause hand control shorts resulting in
inadvertent activation when the electrode is connected to the generator.

* Avoid touching the distal lip of the instrument (ceramic insulator or metal
active component) with fingers or instruments.



MOXKET MOB/MSITb HA OOLLYH MPOYHOCTb M3AENSt U YXYALMTL 3KCM/lyaTaumoLulbe
XapaKTepUCTUKN m3aems. TOBTOPHOE MCMO/b30BaHVe OLHOPA30BbIX M3LENNIA Takoke
MOXET MPUBECTU K MEPEKPECTHOMY 3arPA3HEHMIO C MOC/IEAYHOLLYIM MHPULIMPOBaHVEM
nauyieHTa. 3TN PYCKM BIMSKOT Ha 6e30MacHOCTb MaLyieHTa.

. lMoBTOpHas cCTepwmsalmMsi B aBTOKMaBe VIOKET MPUBECTU K KOPOTKUM
3aMbIKaHUAM B O/I0Ke PyYHOrO YrpaB/ieHWs, YTO MPUBELET K HernpeaHa.MepeHromMy
BK/IFOYEHWIO 3/1EKTPOAA B TOT MOMEHT, KOrga ero rnogK/Io4vatoT K reHepaTopy.

. WN3beraiiTe NPUKOCHOBEHMS K AUCTalbHOMY  KOHLY WHCTPYMeHTa
(KepaMnyeckoMy M30N1ATOPY UM METAIIMYECKOMY akTMBELOMY yyacTKy) naibuamv uim
NHCTPYMEHTaMML.

. HenpegHavepeEEHas  akTMBauua WM [BWKEHME  aKTUBHOMO  3M1EKTpoja
0[1Hopa30oBOEO K cucteme YJIPKansa nposegeHus apTpockoEEYeckmx BmeLlaTe/ibCTB 3a
EEpegenamn nons 3pcEEV/R MOXKET NpMBECTU K TpaBmam Yy nauumeHTa 1 nospexxaeEENam
EEakoHeuHnKa 3nekTpoja.

. cnonb3ys apTpOCKOMUUYCCKUIA KOHTPO/b, YOeanTech, YTO 3/71eK3p0j BO Bpems
aKkTueauuu EtorpykeH B NpOBOAAWMIA  MppuraumMowEbIiA  pacTeop.
HeBbINO/HEHNE noneeoeo MOEPYXEHWS B MPPUEALMOHLLNK pacTBOP MOXET MPUBECTU K
EroBpoxaeHno HakoEEeuHMKa anekTpoaa.

. B xopme pabotbl wu3beraiiTe CKOMMeHWs My[AblpbKOB B CYCTaBHOW eeecnm.
CkonneHve ny3blpbKOB BOKPYr anekTpoga CEEVhaeT EEpPOM3BOAUTENHLHOCTL U MOXKET
EEpumeecTn K neperpeBy, CEEQOco6HoMy noBpeanTb EEpunexalme TKaHU WK eeskoetoueenk
anekTpopaa.

. He HamatbiBaliTe KabGenun 3MeKTPOMUTaHMS PYKOSTKU, HOXHOM negaym muum
reHepaTopa BOKPYr MeTannMyeckux rEpeameto. Mpyv HaMaTbiBAHUN Kabenen ees
MeTa/lInyecKune npeLMeTbl .MOryT BO3HMUKATb TOKMW, CNOCO6HbIe EEPVBECTN K MOPaXKEHUIO
3/1EK3PUYECKMM TOKOM, NMoxXapy. EEpuunHeHuto Bpesa naumneHTy n/uam Xmpypr n4eckomy
repcoHany.

. Ownbka HEEM NOAKMKOYEHUM acnupauuoHHOW Tpy6bkn K  acEEMpaumoHEEON
YyCTaHOBKe COOTBETCEBYIOLLE/ MOLLHOCTU MOXET MPUBECTU K OXOram mnauueHTa win
onepupyoLLEro Xupypr a

. SAIMNPELLAETCA Hagonro n 6e3 Hafo6HOCTM OCTaBNATb 30H[ sxkntoucenu.em.
lak Kak opowawolas >KMAKOCTb MeperpeBaescd. W 3TO MOXET BbI3Basb
HeEEpeaHame[)eHHoe noBpOXACEEMe TkaHel. AKTUBaLMS 30HAA B TeYeHWe ANUTENbHOMOo

noNnerwcTbiO
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* Inadvertent activation ce- movement of an active VAPR electrode outside
the field of vision may result in patient injury and damage to the electrode
tip assembly.

 Using arthr'oscopic guidance, ensure that the electrode is completely
surrounded by conductive iErgant solution during use. Failure to do so may
result in electrode tip damage.

* Avoid bubble accumulation in the joint space during use. The
accuEnulation of bubbles around the electrode diminishes performance and
may produce overheating sufUcient to damage adjacent structures or the
electrode tip assembly.

» Do not wrap handpiece, footswitch or genei‘ator power cables around
metal objects. Wrrapping cables around metal objects may induce currents
that could lead to electric shock, fire or injury to patient and/or surgical
personnel.

» Failure to attach the suction tubing to an adequate suction source may
cause thermal injury to the physician or patient.

* DO NOT activate the probe for unnecessary™ and prolonged periods as
irrigaEt overheating and unintended tissue damage may result. Prolonged
probe activation while using the suction feature may result in elevated shaft
or suction tubing temperatures.

* Electrodes will wear from normal use. dependent on factors such as
length of use. high tissue removal rale, prolonged use against bony
surfaces, prolonged use in saline, high power settings, and use with
minimal suction or fluid management. Periodically assess electrode tip for
wear and proper operation. Replace the electrode if e.xcessive wear is
noted.

» For electrodes with suction, attach the suction adapter to standard hospital
suction equipment. Frsure that the roller clamp is open, and vacumn is in
the range of 300 mmUg to 700 mmHg.

» Damage to sun‘ounding tissue through iatrogenic injury could occur, as
an effect of electrosurgery.

* Do not withdraw or insert the electrode when power is being applied.



neproga BpemMeHy BO BpeMst MICTIOMb30BaHMS acrMpaLyioHHOM qyHKELL MOXKeT nprBecTy

K HarpeBaHuo CTEPXXHA U acrypaLiOHHbIX TPYOOK.

. Mpn HOpMasibHBIX  YC/IOBUAX 3KCTUTyaTalMy 3/1eKTpOoAbl  M3HALLMBAKOTCA B

3aBUCUMOCT OT Pas/INYHbIX (PAKTOPOB, TaKMX KaK MPOLO/DKATE/IbHOCTbL UCEHYIb30Barnis,

BbICOKas CKOPOCTb YAa/IeHUst TKaHel, MPOAO/DKUATENIbHOE MPUMEHEHME Ha KOCTHbIX

MOBEPXHOCTAX, MPOAO/DKATENBHOE MPUMEHEHWE B COMIEBOM PacTBOpe, MPYMeHeHVe

HaCTPOEK MOBbILLEHHOM MOLLIHOCTM W MCMO/b30BaHMeE MpM MUHUMa/TBHOM acnmpawyn

W Masioii CKOPOCTM Modaun >XXMOKOCTeN. [Meproanyeckn Heo6Xoaumo MPOV3BOAUTb

OLEHKY HaKOHeUMKa 3/1IeKTpoJa Ha NpeaMeT M3HOCA U Hag;lexallein paboTbl. B cryuae

CW/MbHOIO W3HOCA 3/1EKTPOL, C/IELYET 3aMEHUTD.

. Mpn MCMOMb30BaHUM  acrMpauUMOHHbIX  3/1EKTPOZO0B MOAK/OUNTE

acnMpauvoHHbIA afanTep K CTaHapTHOMY 060pYyA0BaHMIO, MMEIOLLIEMYCS B 60/TbHILIE.

MpoBepbTe, UTOObI PONIMKOBb I 3aXKUM ObU1 OTKPBIT, a paspexeHre cocTasnsyio ot 300

£0 700 MM.pT.CT.

. B pesynbTate 3/1eK3pOXMPYPIrUHECKUX MaHUMYMALUMIA BOSMOXKHO MOPadKeHwe

OKPY>KaOLLMX TKaHel BCiefCTBME ATPOreHHOM TpaBMbL¥
J 1ic v3BneKaliTe 1 He BBOAWTE 3/IEKTPOL, HAXOAALLMIACA MO HANpPsDKEHVEM.

MEPbI MPEOCTOPOXHOCTWU PRECAUTIONS

. Mepen nepebM [EprveHenviem yoeamTech, UTO BCE COAEPXKMMOE MHCTPYKUMM ro  * Prior to initial use, ensure that all package inserts includiEig warnings,
NPUMEHEHNIO, BK/IKOHaA Mepbl MPeoCTOPOXKHOCTY, MPEOOCTEPEXXeHUA M yKaszaHMA no  cautions, and Instructions for Use are read and understood. Safe and
CMO/b30BaHMIO MPOYMTaHbI M MOHATHBL be3onacHocrb 1 atiheKTBHOCTL npoBeaeHust  effective electrosurgery is dependent not only on equipment design but
ANEKTPOXUPYPINYECKO OrepaLmn 3aBUCUT HC TOMbKO OT M3Aenns, HO U OT ¢hakTopos, also on factors uEder the control of the user (refer to the user manual).
KOTOPble KOHTPO/IPYET Mo/1b30BaTe/b (CM. PYKOBOACTBO M0 3KCIUTyaTaLmm). * When not in use. place the active Electrode in a clean, dry,
. ECnv akTVBHbIA 3M1EKTPOL, HE UCTHOMB3YETCA. pa3VELLIATe ero Ha YMCTOM, cyXoi, noEiconductive, and highly visible area not in contact with the patient.
He TOKOEEPOBOASLLEA M XOPOLLIO BMAVMMOM MOBEPXHOCTW, He MMEHOLLE KOHTakTa ¢ Inadvertent activation while in contact with the paticEil Enay Eesut in bums.
naupeHToM. [MenpegHamMepennan akTueaLyA B C/lydae KOHTaKTa C MmauneHToM MOXeT e« Excessive force may damage the electi’ode lip assembly.

MPVBECTU K OXKOram. « Attempts to bend electrodes can result inelectrode fi-acture or degradation
. V3nniHee NpuniokeHvie CWibl MOXKET MPUBECTU K MOBPEXAEHNI0 HakoHeuHMKa  Of cleclE'ode performance.

INIEKTPOdA. e l'ailure to maintain the rccoEiiETiended suction Eiiay result in device

. MonbITKa COrHYTb 3/IEKTPOAbI MOXET MPMBECTU K MOSIOMKE 3/1eKTpofa WA failure.

CHVDKEHUIO ero paboumx XapaKTepuUcTuK.

. MonbITKa COrHYTb 3/1EKTPOAbl MOXET MPMBECTU K MOJIOMKE 3/1eKTPoa Wi

yXyAWCEEMO ero aKCryyatarnvoHMbIX XapaKTepUCTUK.
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. eBO:iMOKHOCHIb MO/: EPXKAHS aCMIVPALM HA PEKOMEH/YEMOM YPOBHE MOXET
MPVBECTU K BbIXOY WUTAEMMS Vi3 CTPOSI.

11. TPEBOBAH/A K TEXHNYECKOMY OBC/TY>KMBAHVIO N PEMOHTY  11. REQUIREMENTS FOR TECHNICAL SUPPORT AM)

MiA REPAIR OFMD
HenpriveHymo. Not applicable.
12. ONMNCAHVME METOOA CTEPUTN3ALINN 12. DESCRIPTION OF STERILIZATION METHOD

AnekTpo oaHopasoBblii K cucteMe VAPR ans npoBefeHus apTpockonmdeckux  The electrode used in the VAPR system arc provided sterile and are
BMELLATENBCTB, MOCTAB/SETCS CTEPWIbHBIM M OfiHOPasoBbIM At oaHokpaTHoro  disposable for single use. The VAPR Electrode are sterilized by gamma
vcronb3oBaHus. dnekTpoabl VAPR cTepynmsytoTcsl raMva-manydeHviem o ypoBHst  radiation to an SAL. level of 107" using the overkill method by contract
rapaHTMpPOBaHHOM CTepunbHOCTM 10- € mcnonb3oBaHEM METOAMKM  M30bITouHON  Sterilization companies.

CTepwwizalm € MPUB/JEYEHMEM  KOMMAHWIA-MOAPSAYMKOB MO MPOBELEHMIO

cTepumsaLmn.
13. NMEPEYEHDb N ONMNCAHME MATEPUAJIOB M 13. LIST AND DESCRIPTION OF MI) MATERIALS
Co BCTpoeHHOW pykosiTkoii: VAI'R 1 ABC MAGNUM 8434 («J0Y KEMWKAJIC» (DOW  With integrated handpiece: 1 ABS MAGNUM 8434  (DOW
S90, 4.0 mm, acnMpPaUMOHHbIiA, non CHEMICALYS)) VAPR S90 Electrode 4.0 mm. CHEMICALS).
yisiom 90"; MACTEPBATY - CEPbIN «K/TAPUAHT» 22572 IO3VIPOBKA 90" Suction: MASTERBATCH - GREY CLARIANT
2% 22572 DOSED AT 2%
LIBET — riAHTOH CBET/10-CEPbI 2U COLOUR mPANTONE COOL GREY 2L
2. ABC ESTADIENE 1640 AS BE/IbI 1306 2. ABS ESTADIENE 1640 AS BIANCO
3. ABC MAGNUM 8434  («OY  KEMWKJIIC») 1306
MACTEPBATY - CEPbIN «KJTAPUAHT» 22572 OO3/POBKA 3. ABS .MAGNUM 8434 (Dow
2% LIBET — M/IHTOW COCTABHOW YEPHbIA U CHEMICALS). MASTERBATCH - GREY
4. PEBAX 7033SA0I MPO3PAYHbIN CLARIANT 22572 DOSED AT 2%
TBEPAOCTb 70 MO LLIOPY "D COLOUR - PANTONE PROCESS BLACK
5. 90/10 ZTA-IM U
(«<KYPCTEK» 90% A/TFO.MVHWIN/10% LIIPKOHIIA) 4. PEBAX 7033SA0! CLEAR
6. HEPXABEIOWAA CTA/Ib  MAPKU 1.4401 B HARDNESS 70 SHORE "'D”

COOTBETCTBWW CO CTAHANPTOM BS EN 10088 (316)
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Tabnunua 5 - 3Ha4yeHNs1 CUMBOJIOB, YKa3aHHbIX Ha MapKUPOBKe

REF

LOT

mJ

KJIEN EPOTEK .353 ND

= © 00N

MBX - LigeTHoiA 8077G (Mpo3payuHblit)

MONVBUHWTINAEH®TOPUL, - KBM 100 YEPHbIA
0. HEPXXABEKOWWAA  CTAJIb

B

COOTBETCTBMN CO CTAHOAPTOM BS EN 10088

(316Ti). (A/IbTEPHATUBA-316L)

Howmep no karanory

Kon naptvn

Pa;avianvoHHast cTepuananis

N'310TOBUTES b

Tvin pabouein yacTy; CF ¢ 3awmTol OT paspsiga
necmbpunnsTopa *

*MapkvipoBKa pabouyeii HacTu He
MpeAyCcMOTPeHa, MOCKO/bKY KlaccumkaLms
paBoyeil YacTy onpeaensieTcsl FreHepaTopoM, C
KOTOPbIM MPUMEHSILOTCA aHHble U3aenmst.
TpebyemMast MapPKUPOBKA HAHOCUTCS PSIOM C
COeAVHMTENEM paboyeli YacTu reHepaTopa.
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5 ZTA 90/10-IM

(COORSTEK 90% ALUMINA *
ZIRCONIA)

6. STAINLESS STEEL GRADE 1.4401 TO
BS EN 10088 (316)

7. PVC - COLOURITE 8077G-015
(TRANSPARENT)

8. ADHESIVE. EPOTEK 353 ND

9. PVDF - KBM 100 BLACK

10. STAINLESS STEEL. GRADE 14571
TO BS EN 10088. (316Ti). (ALTERNATIVE
-516L)

Table 5 - Interpretation of symbols used on the label

REF

LOT

Catalocue number

Batch code

Sterilized usimi irradiation

Manufacturer

Operating part type: CF with
defibrillator discharge protection *

*No marking of the operating part is
provided, as the classification of the
operating part is determined by the
»enerator with which these products
are used. The required marking is



WOTUPLIH PETHCTPHPYETCS MR OTITLHIK | applicd neat o the generatar's

ariaenne. aperating part connectur. which is
repistered as a separate product.

[: :] Consult instructions for use
o

EEnpenicfichoe CooTRETC THHG . L
( € 2797 ( e Furopean Conlormity
b4 [

Kamyccino ]
Iq'rv ~Numbes of L nits

Henoneweate 1o (0] TT-MM-JUD

] IOPATHTICE K WHCTPY KT 110 TPEMCHEHHIO
1

3

8 YYYY44M-DD Lse by (YYYY-MM-0D)

Elwm fhrva s3coiomncuna 117 11 -SIM-/UT)

ﬂ YYYY-N-00 g:: ol Manvlacture IVY ¥ ¥ -MM-

nenanv B
® Sfadein

B conercTang © deiepaiuiuig 4 )
Only aanoHMIATenLe TBoM (CLITA) y10 Wiueine Mot "‘:dc'f" Law ‘F ““cd’S“““_ of
ST HPOLBHO TOILRO BPEYY W00 110 HHIIGIMEHIKY Only America) restricts Lhis Device to sale

apata by, or on the order of 4 physicisn

® Janpet Ha UORTOPHOE NPIMEHEHIE ® Do not reuse
S e CICPHINIORITN ROBTOPHO [ wnt resteribze
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ATMOCepHOe  HET 0COObIX YC/I0BUIA
[aBneHVe

16. CpOoK rofgHoCTW, CPOK Cy>K0bl

AneKTpog ofHopasoBbIv K cucteme VAPR 19 NPOBeAeHMSA apTPOCKOMUYECKIX
BMELLIATE/TLCTB MpeaHasHaueH /19 04HOPa30BOoro UCrosib3oBaHus. CpoK cry' Obl
W30e/NA - 3TO BPEMS ero MHTPaorepaLyoHHOM0 1CMOsb30BaHKISA.

Cpok 10u0Tl BapuaHToB iiciio.iiieiiiiH MW ykasaHbl HKC:

Co BCTpOoeHHOM pykosTkoin: VAPR S90, 4.0 MM. acnvpaunoHHbIi, nog yriom 90™;

roga
17. MEPEYEHb PCKOB
Mpouecc ynpaB/eHs pyUckam MPOV3BOAUTESA COOTBETCTBYeT cTaHgapty EN 1SO
14971:2012.
Boree feTanibHy0 MHOPMALMIO CMOTPU B OTYETE M0 YrpaB/ieHVIO PUCKaMM.
18. MH®OPMALIA O MPOBEAEHHBIX UCTIbI MMHNAX, NMPOTOKOJIAX
NCTMbITAHWIA, THANN LI; MONMYYEHHbBIX JAHHbBIX
WM3nenve cooTBeTCTBYHOT Tpe6oBaHMAM EN 1SO 13485 MeamupHcKoe 06opyaoBaHue -
CvicTemMa MeHe[DKMeEHTa KadecTBa - TpeboBaHUS 1 HOPMATVBHBIX Liefieid. [MonHbIi
CMMCOK MPUMEHVMBIX CTaHAAPTOB AOCTYMEH M0 3arpocy.
19 NoPAAOK 1 YCNOBUA YTUNIUNLUHN NTN YHNHTOXEHNA MU
W:}acve oTHoeuTeA K Kraccy B B COOTBETCTBUMM € KnacCUdmKaLyed MeavLMHCKIX
OTXO0B. He3arpssHeHHasi VITakoBKa M MPUHAL/IEXHOCTM OTHOCUTCA K Kraccy A B
COOTBETCTBUM C KracCcUmKaLmeld MefMUMHCKMX 0TX0AoB. [ocsie  mcrnosb30BaHUA
N3genve 1 ero yrnakoBky HeobXoaumO YTWIM3MPOBATL B COOTBETCTBUM C MECTHbIMM
HOpMaMK  corflacHo Tpe6oBaHusM CaHlim 2.1.7.2790-10 mn  rocyaapCTBEHHbIMM
Tpe6oBaHUSIMM.

20. TAPAHTUVA 11 PEK/TAMALINA
Mpov3BoguTeNlb He 6epeT HAa CeBS  HUKAKMX  [OMO/HUTEbHBIX  FapaHTUHBIX
06513aTe/bCTB, 3a UCK/IOHEHMEM TeX, KOTOpbE HOPUANYECKI YTBEPXIEHDI.
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Barometric
pressure

no special conditions

16. Shelf life, use by date

The VAPR Electrode are disposable, for single use only. Their
(therapeutic) lifetime is the time of their intraoperative use.

Shelf life

With integrated handpiece: VAPR S90 hlectrode 4.0 mm. 90° Suction; mears

17. LIST OF RISKS
The manufacturer's Risk Management process is in accordance with EN
ISO 14971:2012. For more detailed infomiation see attached reports.

18. INFORMATION ON THE TESTS CARRIED OUT, TEST
REPORTS, ANALYSIS OF THE OB PAINED DATA

Devices meet requirements EN 1SO 13485 Medical device - Quality
management system —Requirements for regulatory purposes. A full list of
applicable standards is available upon request.
19. Ml) DISPOSAL RULES AND CONDITIONS

The product is classified as Class B according to the Medical Waste
Classitlcalion. The uncontaminated packaging and accessories are
classified as class A according to the classification of medical waste. After
use, the product and its packaging must be disposed of in accordance with
local regulations as required by SanPin 2.1.7.2790-10 and national
requirements.
20. WARRANTY

The manufacturer does not assume any additional warranty obligations.
except those that are legally approved.




CornacoBaHo/APPROVAL

OpraHH3ai;Hn/Organization

A/ipcc/Addrcss

fAonxHoa i./Occupatinn

damunna. Uma/ Surname. Name

fatadf MM ITri/Date 1)1) MM YYYY

Monuuce/Signature

NHCTPYKUMA N0 NPUMEHEHUIO MeAULMHCKOro usaenns/
Instrnction for Use for the medical device
AneKkTpo 0aHOPa3oBbIin K cnucteme VAPR ans NpoBeaeHUst apTPOCKOMUYECKNX

BMeLlaTenbcTs /

Single use electrode for VAPR system for arthroscopic interventions
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Russian text

1 HAVMEHOBAHVE MEAVUMHCKOIO M3OETINA (M) N EMO
KJTACCNDPUNKALUNA
11.  HawumeHoBaHve MW, moge.lH H.LI BapnaHTbl HCHOMHeHNA M
AneKTpog, ogHopaszoBbii K cucteme VAPR /11 MpoBEAEHNS apTPOCKOMUHECKMX
BMELLIATE/IbCTB:
|. BapviaHTbl UCMOMHEHVS:

1 c remneparypHbiM KOHTporieM: VAPR ¢ paboyelt HacTbio Ha KOHLIE, CO

BCTPOEHHOM PYKOSITKON, 2.3 MM X 140 M
Il. HCTpyKWRA 110 NpuMeHeHWo - He 6onee 20 w.

1.2.Knaccudp|1kavmm MiA

. CLUA: anekTpog ogHopatoBbih K cucteme VAPR ana  nposegeHUs
APTPOCKOMUYECKUX BMELLIATESILCTB ABMAETCA MEAVLMHCKUM U3AeveM Kracca /1B
CLUA.

. EBporna: aneKkTpog 0AHopasoBbli K cucteme VAPR aia  nposefeHust
aPTPOCKOMNUYECKUX BMeELLIAreNIsCTB OTHOCUTCA K Kraccy b B cooTtsercremn c
Tpe6oBaHMAMM NpaBwia 9: Mpeana:3HadeH 415 ynpasieHns Win 06MeHa sHeprueii
MOTEHUMaIbHO  OMacHbIMK  criocobamu.  LACnonb3yemblii - MapLUpyT — OLEHKU
COOTBETCTBUA corsiacHo IMpunoxxeHno N3 K MDD.

Tvin paboueli vacrn CF ¢ 3awmToi oT paspsiga aedmbpuninaTopa (onpeaensieTcs
MCMOMb3yEMbIM COBMECTHO C M3AENMSIMA FeHEpaTOpPOM)

3aLira OT OMacHOro NPOHVKaHWA Bofbl W TBEPAbIX YacTuLl: IPXX

2. HAMUMEHOBAHVE 1 FOPUOANYECKUWN ALOPEC MNMPOU3BOONTENA
M N YTIOJTHOMOYEHHOIO MNMPEACTABUTEIA MNMPOUN3BOONTENA
B POCCUN
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English text
1 MEDICAL DEV ICE (MD) NAME AND CLASSIFICATION
1,1,  MI) name, models or variations of MD
Single use electrode for VAPR system for arthroscopic interventions.:
L Options for execution:
1 with temperature control:
Temperature control end effect VAPR Electrode with Integrated
Handpiece, 2.3 mm x 140 mm w™h;
Il Instructions for use - not more than 20 pcs.

. 2.MD classification

. US: The VAPR electrode are Class Il medical devices in the USA.

. Europe: The VAPR electrode are Class 11b under the requirements of
Rule 9: Intended to administer or exchange energy in potentially hazardous
ways. The Conformity Assessment Route used is in accordance with Annex
Il. 3, ofthcMDD.

CF operating part type with defibriilalor discharge protection (determined by
the generator used in conjunction wdth the products)

Protection against dangerous penetration of water or solid particles: 1PXX

2. NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

DEVELOPER:



PA3SPABOTUUK:
«[eMbto Maiitek, Vink.», CLLIA, DePuy Mitek. Inc.. 325 Paramounl Dr.,
Raynliam, Massachusetts 02767, USA

NMPON3BOANTE/Ib:

«[elMblo Maiitek. Mnk.», CLLIA, DePuy Mitek, Inc.. 325 Paramounl Dr..
Raynliam. Massachusetts 02767. USA

MECTA INPOV3BOACTBA:

Gyrus Medical Umited. Forlan Road. St. Mellons, Cardiff. Uk CG Olt, Great
Britain.
Medos International SARL, Chemin Blanc 38, Le Lode, CIA-2400. Switzerland.

YMNOJITHOMOYEHHOW NMPEACTABUTE/1b MPON3BOANTENA B

POCCUI:

000 «[PKOHCOH & [KoHCOH». 121614, 1. Mocksa, yn. Kpbliarckas, 4. 17. Kopw.

2.

Ten.+7(495)580-7777

RA-IJNJRU-RZNfai TS.JNJ.com

3. HASHAYEHVME MEOMUMHCKOIO W3OE/ A N MHPOPMALNA
OB MNMOTEHUN AJIbHBIX NMOTPEBEUTEJTIAX M
AneKTpog oaHopa3oBb i Kcncteme VAPR /151 MPoBEAEHNSI apTPOCKOMYECKIX
BMELLATE/TLCTB MpeAHasHaueHb! /19 peseKummn, abssumm U OTCEHEHNA MAM KX
TKaHeli, reMocTasa KpOBEHOCHbLIX COCYAOB M Koary/fsumMn MSArKMX TKaHen y
MALMEHTOB, HYXOAOLLMXCA B apTPOCKOMUYECKOA  XVPYPrM  KOJEHHOTO,
r/1e4eBoro, 6epeHHOro, ro/IeHOCTOMNHONO, JIOKTEBOMO Y 3arsiCTHOrO CyCTaBoB.

MoTeHumanbHbIe noTpedu remm MA

M3genvie npegHasHayeHo [y1 WICMOMb30BaHUA B XVPYPIrUYECKUX  YCIOBUSX

MEPCOHa/IOM.  06>"eHHbIM  aPrPOCKOMMYECKUM  Mpoueaypam. Becb  nmepcoHan,

paboTaloWLMiA ¢ U3AeNMEM, [OO/DKEH TMOMHOCTBIO  3HaTb  MHCTPYKUMM 1O

3KCrUTyaTaLym 1, ecriv MPUMEHNUMO, XMPYPrMyecKye NpoLeayphb.
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DePuy Mitek. Inc.. 325 Paramount Dr., Raynham. Massachusetts 02767, USA
MANUFACTURER:

DePuy Mitek. Inc., 325 Paramount Dr., Raynham. Massachusetts 02767. USA
PLACES OF PRODUCTION:

Gyrus Medical Limited. Fortan Road. St. Mellons, CardifT, Uk CG Oil. Great
Britain.

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

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN
RUSSIA:

Johnson & Johnson LLC,

121614. Moscow, Krylatskaya str., 17/2.

Td. +7 (495) 580-7777

RA-JNJRU-RZNwITS..INJ.com

3. INTENDED USE AND INFORMATION ON POTENTIAL USERS
OF MD

Single use electrode for VAPR system for arthroscopic interventions are

intended for resection, ablation and excision of soft tissue, hemostasis of blood

vessels and coagulation of soft tissue in patients requiring arthroscopic surgery

of the knee, shoulder, hip, ankle, elbow, and wrist.

Potential users of .MI)

The device is intended to be used in a surgical setting by personnel trained in

arthroscopic procedures. All personnel handling the device should be fully

aware of the instructions for use and. if applicable, the surgical procedures.



Ycnosua npliMCllelllla/aken;lyatauumn MN Use/operation conditions of MD

BnaxHocTb 30- 75% Humidity 30-75%
‘Temneparypa Or HKOX 40 -HIOC Temperature From+10OX to +40X
[asneHvie 70-106 k'l Pressure 70-106 kPa
4. ONMNCAHME OCHOBHbIX ®YHKUVNOHAJIbHbBIX S/IEMEHTOB M 4. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD
4.1. O6LLee onmcaHme yNKYLOHa/IbHbIX 3n1eMeHToB M/ 4.1. General description of functional elements of MD
AneKTpon 0aHOopa3oBbl K cucteMe VAPR 111 NpoBEAEHMS apTPOCKOLMYECKX
BMELLIATENBLCTB MOXET MMETb WM He UMETb acrMPaLiOHHYHO (DyHKLIIO. Single use electrode for VAPR system for arthroscopic inter\cntions can be

with or without suction function.

C TemnepaTypHbIM KOHTponem : VAPR, ¢ pa6ouyeli 4yacrblo Ha KOHLE, co Temperature control end effect VAPR Electrode with Integrated
BCTPOEHHOM PYKOATKOM, 2,3 MM X 140 MM Handpiece, 2.3 mm x 140 mm

C TemneparypHbiM KoHTposieM : VAPR. c paboyeit 4acrblo Ha KOHLE, CO

BCTPOEHHOW PyKOSTKON. 2,3 MM X 140 Mm (pucyHoK ) npegHasHaueH Tonbko g | eniperaturc control end effect VAPR Electrode with Integrated Handpiece.
Koarynsiumn MSArkux TKaHeld. 1icnonb3oBaHue ¢ cuctemoii VAPR gns npoegeHnst 2.3 mm X 140 mm (Figure 1) is intended for coagulation of soft tissues only.
aPTPOCKOMHYECKUX — BMeLLATe/IbCTB  MO3BOJISIET  OToOpaxkaTb  Temnepatypy Utilization with VAPR system for arthroscopic interventions allows the lip
HaKOHEUHVIKA 3/IeKTpofa Ha aKpaHe reHepatopa. OH nocTaBnsieTca B pasviepe temperature of the electrode to be indicated on the generator display. It is
2,3 MM x 140 MM, CO BCTPOEHHOM PYKOSITKOM WA 6e3 Hee. OTO anekTpog 6e3  available in 2.3 mm x 140 mm with or without integrated handpiece. This
yHKUMN  acnmpaLmn. AKTUBHbIA HaKOHEUHMK U3rOTOBMEH U3 HepkaBetollei  electrode is a non-suction variant. The active tip is made of stainless steel.
CTa/ .

PucyHok 1 AucTanbHblii HakoHeuHWK anekTpoga VAPR c temnepatypHbim KOEITporem, ¢ paboyeid YacTbEO Ha KOHLE, CO BCTPOEHHON PYyKOATKOW. 2,3 MM X 140
MM /
Figure 1 Distal Tip of Temperature control end effect VAPR Electrode with Integrated Handpiece, 2.3 mm x 140 mm
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KHonka py4Horo

(}l‘epﬁellb
Paﬁorq-sm HAKOHEUHUK / amexrpony/ ynpasnesna/ Hand Pyxoarxa / Handle
Working Tip Electrode Shaft control button

5
=i

Konraxrapiil

pasvesm /
Connector Kabenw/ Cable

PucyHok 2. CxemaTnyHoe 13obpaxeHue anektpoga VAPR ¢ TeMnepaTypHbIM KOHTPOMEM, C paboyeil YaCTbio Ha KOHLIE, CO BCTPOEHHOW PYKOATKOM. 2,3 Mm X 140

Mv /
Figure 2. Scheme of Temperature control end effect VAPR Electrode with Integrated Handpiece, 2.3 mm x 140 mm
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5.MOKA3AHNA N MY TUB()NMOKA3AHNA K NMPUMEHEHKO M S.INDICATIONS AND CONTRAINDICATIONS FOR MI) USE AND
BO3MO>XHbIE NMOBOYHBIE 3PPEKTI POSSIBLE ADVERSE EFFECTS
5.1. MNoka3aHus 5.1. Indications

AneKTpoa 0aHopa3oBblIi K cucTeMe VAPR i npoBeaeHWs apTpockonHyeckmnx — Single use electrode for VAPR system for arthroscopic interventions are
BMELLATENILCTB  MPpCAHasviadeH A8 Koaryisuym Msrkvx Tkaded y naupmeHToB,  intended for coagulation of soft tissue in patients requiring arthroscopic surgery
HY>KOQIOLLMXCA B apTPOCKOMUYECKOM  XUPYpluMmM  KormeHHoro,  ruiedeBoro, of the knee, shoulder, ankle, elbow’, and wrist.

FO/IEHOCTONNHOT 0, JIOKTEBOIO M 3arsiCTHOMO CyCTaBoB.

5.2.HpoT11Bo1loKa;!M11Us 5.2.Contraindications
AnekTpoa oaHopas3oBblii K cucTeMe VAPR s npoBeaeHUst apTpockondeckmx — Single use electrode for VAPR system for arthroscopic interventions are
BMeLLIATE/ILCTB MPOTMBOMOKa3aHb!: contraindicated in:
e BC/y4yae /IH0ObIX He apTPOCKOMUHECKMX XMPYPIMYECKX NMPOLELYP;
* B C/lydae JIOObIX aPTPOCKOMUYECKMX XUPYPLUYUCCKUX MpoLedyp, Mpv  any non-arthroscopic surgical procedure:
KOTOPbIX He UCLroMb3yeTcs PacTBOP X/10pyaa HaTpua Win 1*vHrepa-nakaara  any arthroscopic procedures where saline or Ringer's Lactate is not used
[ opoLLieHnst oiiepatuioHHoro nons: as an irrigant:
* Y NauUVeHTOB C KapavoCTUMySIATOpaMn WM OPYTUMU - 3/IEKTPOHHBLIMU  patients with heart pacemakers or other electronic device implants:
VUMI1IaHTaTaMu;  patients for whom arthroscopic procedures are contraindicated for any
* Yy [MauMeHTOB, KOTOpbIM MO JIO60M MpUuMHE  MPOTVBOMOKAa3aHbI reason.
apTPOCKOMMYeCKMEe MPOLIEAYPbl XVPYPrUYeCKie BMELLIATESIbCTBA.
6.3.MNobounbIC 3thheKTbI 5.3.Adverse effects

Bce no6ouHble 3dxpeKTbl OTHOCATCS K M3fenmio vcrnonb3yemomy coBmecTHo ¢ All adverse effects are related to the product used in conjunction with single
aMeKTpodaMn  ofHopasoBbIMM K cucTeme  VAPR  gna nposegeHus  use electrodes for VAPR system for arthroscopic interventions
apTPOCKOMMYECKMX BMELLIATE/IbCTB.

6. TEXHNYECKUME XAPAKTEPUCTUKIWN MW /6. TECHNICAL CHARACT ERISTICS OF MD

Vicnonbayiite gonyck 5% A/1a BCeX 3HAUEHWUIA, C/i He YKa3aH0 MHOe.
Use 5% tolerance for all values unless otherwise noted.

TaG.iiiiui I./Table 1
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HaumenoBaviHe / Name

C TemMnepaTypHbIM
KOHTpOsem ; VAPR, ¢
paboyeli YacTbio Ha KOHLIE,
CO BCTPOEHHOM PYKOSTKON.
2,3 Mm X140 mm /

Temperature control end
effect VAPR lllectrode with
Integrated Handpiece, 2.3
mm X 140 mm

Hapy»HbIli
avamveTp BbicoTa pabouero
BOBPAaTHOro HaKOHEUHMKa

anekTpoga / Distal
Straight Height

anekTpoga /
Return Electrode
oD

2,29:0.05 MV 2,29+0,05 MV
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Hapy>XHbli
[OHameT p
CTepXHS

anekTpoga/

Electrode Shaft
oD

2-29+0.05 MM
2,63+0.05 MV

3,66i0.05 MM

3htheKT MBHas fnHa paboyeli vacTu
anekTpoja (cocTouT 13 paboyero
HaKOHEUHVKa, BO3BPATHOIO 3/1eKTpoja U
cTep>xHs anekTpoga) / Electrode working part
(consi.sts of a Working Tip, Return Electrode
and a Shaft) working length

141.9i 0.1 mm

.ETuHa
aCHVPAaLMOHHOH
Tpy6Kwm / Suction

Tube working
length

N/A

[OnunHa pykosaTku /
Handle working
length

162,40, mm



Tabnuua 2. / Table 2.
3afaHHaa no
YMOYaHUo
Temneparypa /

HaumeHoBaHue / Name
Default Set Temp

C TemnepaTypHbIM
KoHTposem : VAPR. ¢
paboyei YacTbio Ha
KOHLE, CO BCTPOEHHOA
PYKOSITKOM. 2,3 MM X 140
v/ 65°C
Temperature control end
efTecl VAPR Electrode
with Integrated
Handpiece, 2.3 mm x
140 nim

Tab6nuua 3. / Table 3.
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®dopma paboyero
HaKoHeYHuKa/
Working Tip
shape

B Buge kmHa 2.3
MM / 2.3 wedge

OnameTtp
COBMECTUMOIA
KaHom / Cannula
diametr

N/A

Cwvna BcacbIBaHWS acnupaunoHHol Tpyokm /
Suction Tube suction force

N/A

Pacxop (hTHONMOraueckoro
pacTeopa B acnvpaloHHol
TpybKe / Suction Tube saline

flow rate

N/A



MakcnmasibHas

MoLLHOCTb B peXume Koarynsumm MakcrmanbHast MOLHOCTb B PEXUME
HanmeHoBaHwe/ MoLLHOCTb B pexumMe abnsaumm no MOLLIHOCTb B peXxxume .
no ymonyanHwuto / Default coagulate . koarynaumm / .Maximum default coagulate
Name ymonyaHuto / Default ablate power abnauum / Maximum
power pornyer
default ablate power
C TcMncpaTApHbIM
KOHTponem . VAPR. ¢
pa6oyeii 4acTbio Ha KOHLe,
CO BCTPOEHHOW PYKOATKOIA,
2.3 MM X 140 mm /
- 40/2 BT - 50/3 BT

Temperature control end
effect VAPR Electrode with
Integrated Handpiece. 2.3

mm X 140 mm
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7. MHOPOPMALUMNA O JIEKAPCTBEHHBIX TPEMAPATAX U (UN1N)
®APMALIEBTUYECKUMX CYBCTAHLIAX B COCTABE MU
HIM.  W3genve He CcOepXWUT  NIEKAPCTBEHHbIX — MPEraparoB U
(hapMaLEBTUYECKNX CYOCTaHLIA.

(wwm)

8. MEPEYEHb MATEPWVAJIOB XXMBOTHOIO L (U1A)
UEJTOBEYECKOI' O NPONCXOXOEHNA

HM. Vsgenvie He COOEPXXUT MaTepuasioB >KVMBOTHOMO U (W) YesioBEYECKOro
MPOVICXOXAEHUS.

9. MH®POPMALIA O NMPOLECCE MNMPOEKTUPOBAHUA, PASPABOTKE
" BAJIMOALN TTPOIMPAMMHOITO OBECTIEHEHNA,
NCIMOJIb3YEMOI'O B M

1lenpriveHnvO.

10. TPEBOBAHUA BE3SONACHOCTU N 3PPEKTVBHOCTU MU

MPEAYTIPEXXAEHNA

1 Onepupytowpii - Xvpypr [LO/DKEH XOpOLWO BrafeTb  apTPOCKOMUYECKMM
XMPYPryecKUMM TEXHUKAMMN.

2. MNowaroBble MHCTPYKLMM M0 CO0PKe, YCTaHOBKE W Ha4a/lbHOM MPOBEPKE CUCTEMbI
DePuy Mitek VAPR cM. B PyKoBoACTBe Mosib3oBaresis.

3. YbeauTech, UTO NMPUTOK M OTTOK XKUAKOCTU aeKBaTeH, 1 3/1eKTPOL ak TUBMPYETCS
TOMbKO Oyfyun OKPY>XeH MPOBOASLLYIM OpPOLLIAHOLLWIM  PacTBOPOM  (Harpuyvep,
N30TOHMYECKUM PaCTBOPOM W JTAKTaTHbIM PacTBOPOM PUHrepa).

4. lie poTparvBaiiTeCb [0 KOHUA 9/EKTPOAa, KOrga OH  HaxoauTest Mo
HaNPSPKEHVIEM.

5. He wserexallic n He BBOAWTE 3MEK3POA. KOFAA €ro KOHEL, HaxomuTcst Mof
HaNPSHKEHVIEM.
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1. INFORMATION ABOUT MEDICINES AND
PHARMACEUTICAL SUBSTANCES INCLUDED IN MI)

Not applicable. Devices do not interact with medicinal and / or pharmaceutical
substances.

(OR)

8.LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Not applicable. This device does not contain materials of animal and / or human
origin.

9. INFORMATION ABOUT DESIGNING, ENGINEERING, AND
VALIDATION OF SOFTWARE USED IN MI)

Not applicable.

10. MI) SAFETY AND EFFECTIVENESS REQUIREMENTS

WARNINGS

1 The operator should be experienced in arthroscopic surgical techniques.

2. Please refer to the User Manual for step-by-step instructions regarding the
assembly and initial system check of the DePuy Mitek VAPR System.

3. Ensure that fluid inflow’ and outflow is adequate, and the electrode is only
activated when surrounded by conductive irrigant solution (c.g. saline or
Ringer's Lactate).

4. Do not touch the electrode tip when power is being applied to the tip.

5. Do not withdraw or insert the electrode when power is being applied to the
tip.

6. Activation of the electrode outside the Held of vision may result in patient
iniury.



6. AKTVIBaLWIS 3/71IEKTPOZA BHE MO/IA 3peHVst MOXKET MPUBECTM KTPaBME MaLyieHTa.
7. Vi30eraiiTe HEHY)KHOM W C/MLLKOM [/ATE/IbHOM aKTVBaLMM 3M1eKTpoa B
MPOMEXXYTKE .MeXIy ABYMS BO3AECTBUSAMUN Ha TKaHb, Tak KaK 3TO MOXET MPUBECTU
K C/Ty4aiHOMY MOBPEXAEHNIO.

8. He vcnonb3yiite MOBTOPHO BCrioMorare/ibHble YCTPOMCTBA, Ha KOTOPbIX eCTb
MoMeTKa

ofHopasoBble. [dablibi NPOAYKT NpefHasHaueH /19 04HOPa30BOro UCMo/b30BaHUS.
OH He MOAIXAT MOBTOPHOMY  MCMO/b30BaHUKO/CTCpUM3aLMA.  MoBTOpHas
00paboTKa MOXET BbBBATb M3MEHEHVS] XapaKrepucryk Marepriaria, Harnpuvep
KOPPO3UIO MeTa/v1a M YXyALleHVe 3aTOYKM, a Takoke Jedhopmaupio rsiactuka u
KepaMMYeCKUX KOMIMOHEHTOB WM pacKaibiBaHVe, YTO MOXET TMOB/WSTb Ha
MPOYHOCTL YCTPOWCTBA U CHU3UTL €ro SKCrylyaTalyMoHHble KadecTsa. Kpome Toro,
MOBTOPHasA 06paboTKa 0AHOPA30BbIX YCTPOMCTB MOXKET MPMBECTU K NEPEKPeCTHOM
repefade VHMeKUM naupeHTam. 11y 3TOM CyLLIECTBYET MOTeHLMa. 1bHas yrposa
6e30MacHOCTV MawyieHTa.

9. He poTparvBaiiteCb [0 AMCT&/IbHOMO KOHLA WHCTPyMeHTa (M30/18UMn U
aKTUBHOIO METVUIMYECKOr0 KOMIMOHEHTA) MasibLIaMA WM MHCTPYMEHTaMN.
MPEAOC TEPEXKEHNA:

1 TMepeg, nepBbM KCMO/b30BaHVEM YOeaUTeCh, YTO BCe BK/IGObILLM B YMAKOBKY,
BK/OHasA  MPefOCTEPEXeHNs, Mepbl  MPefOCTOPOXKHOCTM M UHCTPYKUMA 10
MPYMEHEHMIO.  MpouMTaHbl W MOHATLL  BesoriacHasa 1”1 adpeKTviBHaA
MEKTPOXVPYPI IS 38BUCUT He TOMbKO OT KOHCTPYKLMM 060pYL0BaHNS, HO

TaloKe OT (PAKTOPOB, LEMKOM HAaxXOAALMXCS TOf, KOHTPO/IEM  Mo/b30Baresis
(CMOTPM MHCTPYKLWIKO M0 3KCIUTyaTaLum).

2. Kak 1 BCe a/ICKTPOXUpYpruydeckme npuoopbl, He MCMob3yiiTe 3/eKTpoabl B
MPUCYTCTBUM BOCTVIAMEHSIEMbIX aHECTETVIKOB, OKUC/IAIOLLMX rasoB W Apyrux
FOPHOYMX BELLIECTB, MOCKOSIbKY 3/IEKTPOXVPYPrYeckre Mpubopbl MOryT CTarb
CTCH I OMIBociaMeHeHS.

3. TMoka BclloMol'ate/ibHbIC YCTPOUCTBA He MCTOMb3YHOTCS, PasMecTute UX B
YMCTOM, CYXOM, He TPOBOAALLEM M XOPOLLO BWOHOM MeCTe (rojasiblle OT
nauyeHTa). KoHew, 3/1eKTpoa MOXKET OCTaBaTbCA FOPSUMM €Ll HEKOTOPOoe Bpemst
roc/ie MpeKpaLLEHNS aKTVBALN.
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7. Avoid unnecessary and prolonged activation of the electrode between tissue
applications as unintended injury may result.

8. Do not reuse any accessories labeled as Single Use. This product is for single
use only, li has not been designed to be re-used/re-slerilized. Reprocessing may
lead to changes in material characteristics such as metallic corrosion and dulled
edges, ceramic and plastic deformation or splitting which may impact the
strength of the device and compromise device performance. Reprocessing of
single-use devices can also cause cross-contamination leading to patient
infection. These risks may potentially affect patient safety.

9. Avoid touching the distal tip of the instrument (insulator and metal active
component) with fingers or instruments.

CAUTIONS

1 Prior to initial use. ensure that all package inserts including waniings.
cautions and Instructions for Use are read and understood. Safe and effective
electrosurgery is dependent not only upon equipment design but also on factors
under the control of the

user (refer to the User Manual).

2. As with all electrosurgical devices, do not use in the presence of flammable
anesthetics, oxidizing gases or other flammable substances, as an
electrosurgical device has the potential for providing a source of ignition.

3. Place accessories in a clean, diy. non-conductive and highly visible area
(away from the patient) when not in use. fhe Electrode tip may remain hot
sometime after it has ceased to be activated.

4. Inadvertent contact with the patient when the VAPR System is activated may
rcsult in burns. The patient should not be allowed to come in contact with
grounded metal objects.

5. Do not wrap the Handpiece cable around metal objects, as this may induce
currents that could lead to electric shocks, tires or injury to the patient and or
surgical personnel.

6. Do not activate the electrode while it is in contact with metal objects or
instruments as unintended injury to the patient may occur.

7. Carefully insert and withdraw Electrodes to avoid possible damage to the
device and/or injury to the patient or surgical personnel.




4. CnyyaliHbliA KOHTaKT MaupeHTa ¢ cuctemort VAPR MOXET MPUBECTU K OXKOraM.
He ponutkaiTC KOHTaKTa MaUyeHTa C  3a3eM/IEHHBIMM - MET/VINHECKUMN
npeaMeTamm.

5. He HamarbBa/Te MpPOBOA HaKOHEYHMKA BOKPYr METa/VIMHECKMX OGBLEKTOB,
MOCKO/TIbKY 3TO MOXET

WHAVIHLpOBAaTL TOKM C OMacHOCTLIO 3/IEKTPUYECKOr0 Yyaapa, BOCTUIaMEHEHUS,
TpaBMbl MaLyieHTa Wi XUPYPryecKoro nepcoHasia.

6. He aktuBupyiTe 3M1eKTPOS, HaxXOOALMIACA B KOHTaKTe C METa/VIAHECKUMMA
npeaveTamMmm WM MHCTPYMEHTaMK, 3TO MOXET MPMBECTU K CyYaliHOM TpaBve
raLyieHTa.

7. OCTOPOXXHO BBOAMTE W W3B/IEKaNTe MEKTPOAbI BO M30EXaHVe BO3MOXHOIO
MOBPEXIEHNA  YCTPOMCTBA WWIM TpaBMbl MauyieHTa WM XUPYPrYecKoro

nepcoHana.
11. TPEBOBAHNA K TEXHNYECKOMY OBCY>XBAHUIO U 11. REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF
PEMOHTY M MD

I{enprmeHnvO. Not applicable.

12. ONMMMCAHVE METOOA CTEPWTN3ALUNA 12. DESCRIPTION OF STERILIZATION METHOD

AneKTpog, oaHopasoBbin K cnucteMe VAPR an1a npoBefeHUA apTpockonmyeckux  The electrode used in the VAPR system are provided sterile and are disposable
BMELLIATE/NLCTB, MOCTAB/IAETCA CTEPWIbHLIM W OfHOPasoBbIM 1A ofHoKpaTHoro  for single use. The VAPR Electrodes are sterilized by gamma radiation to an
MCroNb30BaHUA. neKTpoabl VAPR cTepu.umsyroTcs raMma-nanydeHnem 4o yposHA  SAL level of 107* using the overkill method by contract sterilization companies.
rapaHTUPOBaHHOM CTepUIbHOCTU 10™ ¢ UCMO/Ib30BaHWEM METOAMKM U36LITOHHON

CTepwwizalyi € MPUBJEYEHVEM  KOMMaHWA-MOAPSAYMKOB MO MPOBELEHMIO

CTepuIM3aLmn.

13. MEPEYEHb N ONMNCAHVE MATEPUANOB M 13. LIST AND DESCRIPTION OF MD MATERIALS
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Table 6. Transportation conditions:
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Te.mreparypa oT-10 g0+ 40 °C
OTHocuTeNbHasA BriaXXHOCTb  He 60/1ee 85 % 6e3
KOHfleHcaTa

ATMOC(epHOe faB/ieHvie HeT 0COObIX YC/I0BI
Tabnuua 7. YcrnoBusi XpaHeHus:

HanmveHoBaHwWe [JmnanasoH

Temnepatypa He 6onee 25 °C

OrHocuTe/IbHast HET 0COBbIX YC/I0BUIA

B/I@KHOCTb

ATMOC(hEpHOe  HET 0CO0bIX YC/I0BUIA

[aBJIEHVe

16. C'pok rogHoe Ill, cpok cy>xobl

AneKTpog, ofHopasoBbii K cucTeMe VAPR a5 NpoBefeHMsT aprpoCKOMNYECKNX
BMeLLIATe/IbCTB MpeAHasHayeH /i 04HOPa30BOro MCMosb3oBaHMA. CpoK CTyXObl
M30e/MA —3TO BPEMS ero HHTPaonepaLyioMHOL0 VCro/b30BaHUS.
CpOK rogHocT1 BapuaHToB UCMosHeHUM M yKasaHbl HUDKE:

C TemnepaTypHbIM KOHTPosieM : VAPR. ¢ paboueii 4acTbo Ha KOHLIE, CO
BCTPOEHHOM PYKOSATKOM, 2,3 MM X 140 Mv;

17. MEPEYEHb PNCKOB

[MpoLiecc ynpasneHns prcka.Mv NPOU3BOAUTENA COOTBETCTBYET cTaHAapTy IBN ISO
14971:2012.

boricc feTasibHY0 MHOPMALMIO CMOTPY B OTYETE 10 YIPaB/IeHIO PUCKAMM.

18. NHPOPMALINA @) NMPOBEAEHHBIX NCIMbITAHNAX,
MPOTOKO/AX UCTbITAHNIA, AHA/TM3E MONYYEHHbLIX JAHHbBIX
M3genve  coOTBETCTBYIOT TpeboBaHMsM EN  ISO 1346 Megmumi<ckoe
obopynoBaHve - CucTeMa MeHe[DKVeHTa KadectBa - TpeboBaHUA 14

roga
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-10to+40 °C
up to 85 % non-condensing

Temperature

Relative humidity
1

fiaromeiric pressure

Table
no special conditions

Storage conditions:
Designation Range

Temperature Below 25 °C

Relative no special conditions
humidity
Barometric  no special conditions
pressure

16. Shelf life, use by date

The VAPR Uleclrode are disposable, for single use only. Their (Iherapeulic)
lifetime is the lime of their intraoperative use.

Shelf life

Temperature control end effect V.APR Electrode witli
Integrated Handpiece, 2.3 mm x 140 mm:;

17. LIST OF RISKS
The manufacturer’s Risk Management process is in accordance with EN 1SO
14971:2012. For more detailed information .see attached reports.

3 years

18. INFORMATION ON THE TESTS CARRIED OUT, TEST
REPORTS, ANALYSIS OF THE OBTAINED DATA



HOPMATVBHbIX UeMei. ToMHbIA CIMCOK MPUMEHMMbIX CTaHAApPToB AocTyneH no Devices meet requirements EN ISO 13485 Medical device - Quality

3anpocy. management system - Requirements for regulatory purposes. A full list of
applicable standards is available upon request.

19. MOPAAOK U YCNOBUA YTUNMIALNN UTN YHNUTOXKHAA MU 19. MD DISPOSAL RULES AND CONDITIONS

W3aenve oTHOCUTCA K Knaccy b B COOTBETCTBUM C KnacCUdMKaLWe MeAULIIHCKX The product is classified as Class B according to the Medical Waste

0TXO0A0B. HesarpsisHeHHas YrakoBKa W MPUHaL/IEXXHOCTN OTHOCUTCS K Kriaccy A B e : : . -

COOTBETCTBUM C KNACCHAMKALYABI MeIVILMHCKVX OTX0/0B. T10CTe VCTIoNb30BaHIs Classification. The uncontaminated packaging and accessories are classified as

VIBZeIViE V1Er0 YIaKOBKY HEOBXOMMO YTWIVBMPOBATL B COOTBETCTBN C MECTHLIMIA class_ A accord_lng to the clas_3|f|cat|on o_f medical waste._ After use. the p_roduct

HOD.MBMU COF/IacHO TpeGoBaHmnsiM CaHlvH 2.1.7.2790-LU 1 rocypapctecEwLmi  @nd its packaging must be disposed of in accordance with local regulations as
required by SanPin 2.1.7.2790-10 and national requirements.

TpeboBaHVSIMM.

20. TAPAHTNA N PEKTAMALINA 20. WARRANTY

Mpow3BoauTeNb He OepeT Ha Cebsl HMKaKUX AOMOSHUTENbHBLIX rapaHTUAHLIX  The manufacturer does not assume any additional warranty obligations,
00513aTe/bCTB, 3a UCK/IHOHEHNEM TEX, KOTOPbIE HOPUANYECKUN YTBEPKIEHD. except those that are legally approved.
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CornacoBaHo/APPROVAL

OpraHHjaiiHfl/Organization

Apnpec/Address

LonxHocTb/(.>ccupaiion

damunua. Uma/ Surname. Name

fataA4.MM FTTr/Dalc DD.MM YYYY

Mopnuck/Signalurc

NHCTPYKUMSA N0 MPUMEHEHNIO MeaULMHCKOro naaenns/
Instruction for Use for the medical device
AneKTpos oaHOopPa3oBbIn K cnucteme VAPR ans npoBefeHNs apTPOCKOMUYECKNX

BMeLlaTenscTs /

Single use electrode for VAPR system for arthroscopic interventions
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Russian text

1 HAVMEHOBAHUE MEAULIMHCKOIrO W3LEAVA (MW) U 1

Er0 KNACCNDPUKALNA

11. HawmmeHoBauHc MW, mogenu nnu BapuaHTbl UCMONHEHUN MU
JnekTpon  oAHopasoBbii K cucteMe  VAPR g4
APTPOCKOHUNYECKMX BMELLIATESILCTB

|. BapuaHTbl UCMo/HeHNS:

1 co BClpoeiHOH pykositkoii: VAPR C001.PULSE 90 acrivpauyoHHbIiA,
nog yrnom 90°. co BCTPOeHHOM pykosATKoid; VAPR COO[-PUI>SE 90

acnMpaLMoHHbIA, nog yriiom 90°, co BCTPOEHHOM PYKOSITKOM U
yNpaB/ieHVEM Ha PYKOSTKE:
Il. VHCTpYKUpA no nprMeHeHWo —He 6osiee 20 L.

1.2. Knaccupukauma MU

. CLUA: anekTpog oaHopasoBbii K cucTeMe VAPR ans npoBeaeHus
aPTPOCKOHNYECKUX B.MELLATE/BCTB SAB/AETCA MEAVLMHCKVM U3JeMIMeM Kriacca

Il BCLUA

. EBpona: 3neKTpoa oaHopasoBbin K cucTeme VAPR o151 npoBeneHus
aPTPOCKOHNYECKMX BMELLIATE/NLCTB OTHOCUTCA K Kaccy /b B COOTBETCTBUM C
TpeboBaHUA.MH MpaBWia 9: MpefHasHayeH /19 ynpas/ieHss Wi obMeHa
3Hepruei noTeHUMabHO OracHbIMK criocobamm.  crosnb3yembiiA - MapLLpyT

OLIEHKM COOTBETCTBUA corsiacHo MpunoxkeHnto 11.3 K MDD.

H paboyenr dYactmh CF c 3awmToii OT paspsiga  AedwmbpuniaTopa

(onpeaensieTcs UCTo/b3yeMbLM COBMECTHO C M3AE/MSIMIA TEHEPATOPOM)

3aLyira 0T onacHoro NPOHMKaHUA Bofbl W TBepAbIX YacTu: IPXX
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MpoBeeHs:

English text
MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
LI. MD name, models or variations of Ml)
Single use electrode for VAPR system for arthroscopic intervention:
l Options for execution:
]. with integrated handlerVVAPR CoolPulse 90 Eicctrode;VVAPR CoolPulse
90 Electrode and Hand Controls;
Il Instructions for use - not more than 20 pcs.

1.2.MD classification

US: The VAPR electrode are Class Il medical devices in the USA.

. Europe: The VAPR electrode are Class lib under the requirements of Rule
9: Intended to administer or exchange energy in potentially hazardous ways. The
Conformity Assessment Route used is in accordance with Annex 113 of the
MDD.

CF operating part type with dcllbrillator discharge protection (determined by the
generator used in conjunction with the products)

Protection against dangerous penetration of water or solid particles: IPXX



2. HAVIMEHOBAHWE 1 FOPUONYECKUIN AIPEC
MPON3BOANTESTA M 1 ¥YTIOJTHOMOYEHHOIO
NMPEOCTABUTEJIA MNMPON3BOOUNTESTA B POCCN

PA3PABOTYVK:
«[elMbio MaiTek, VHK.». CLLIA. DePuy Miiek. Inc., 325 Paramount Dr.,
Raynham. Massachusetts 02767. USA

NMPONSBOANTE/b:

«[cMbio MarteK, VHK.», CLLIA. DePuy Mitek. Inc., 325 Paramount Dr.,
Raynham, Massachusetts 02767, USA

MECTA INPO3BOACTBA:

Gyrus Medical Limited, Fortan Road. St. Mellons, CarditT. Uk CG Olt. Great
Britain.

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

YMNOJAHOMOYEHHOW MPEACTABUTE/ b MPOU3BOAUNTENSA B
POCCNI;

OO0 «[PKOHCOH & [proHcoH». 121614, 1. MockBa, yn. Kpbriatckas, g. 17.
Kopn. 2.

Ten.+7(495)580-7777

RA-JNJRU-RZNIf5)ITS.JNJ.com

2. NAME AND LEGAL .ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

DEVELOPER:
DePuy Mitek. Inc., 325 Paramount Dr., Raynham. Massachusetts 02767, USA

MANUFACTURER:
DePuy Mitek, Inc., 325 Paramount Dr., Raynham. Massachusetts 02767, USA
PLACES OF PRODUCTION:

Gyrus Medical Limited. Fortan Road. St. Mellons, Cardiff, Uk CG Olt. Great
Britain.

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

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN
RUSSIA:

Johnson & Johnson LLC,

121614. Moscow, Kryiatskaya str.. 17/2.

Tel. +7 (495) 580-7777

RA-IJNJRU-RZN@;ITS.JNJ.com

3. HASHAYEHVE MEANUMHCKOIO N3OESTNA n 3.

NH®OPMALNA OB NMOTEHUWAJIbHBIX MOTPEBEUTENAX MA
JnekTpon  oAHopasoBbid K cucteMe  VAPR  Ona npoBedeHust
apTPOCKOMUYECKMX BMELLIATENLCTB NpefHasHaueH 418 peseKumK, abnsaumm m
OTCEYEHUS] MArKVX TKaHel, remocTasa KPOBEHOCHbIX COCYL0B U Koarynsumm
MSArKMX TKaHel Y NaLyeHTOB, Hy)KIAIOLLMXCA B apTPOCKOMMYECKOM XV pyprim

INTENDED USE AND INFORMATION ON POTENTIAL USERS OF
MD

Single use electrode for VAPR system for arthroscopic interventions are intended
for resection, ablation and excision of soft tissue, hemostasis of blood vessels and
coagulation of soft tissue in patients requiring arthroscopic surgery of the knee.
shoulder, hip. ankle, elbow, and wrist.

Potential users of MD
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abnau. Mo CcpaBHEHWMIO CO CTaHOAPTHOM TexHonoluc  GunonspHoid  short-duraiion high power pulses. Once the vapor pocket is formed around the
pagmoyacToTbl TexHoorns COOLPULSE noMoi aer co3gaTb MapoBoii Melok  tip. the RK mode reverts to continuous operation (similar to standard Ablation
ObICTpee, MPU 3TOM MeHbLLE 3HEPIM YXOAUT B (3pacTBOp Kaxkabii pa3 mpu  mode). The COOLPULSE mode is able to sustain the vapor pocket better than
aKTVBMPOBaHN pexxmvia abnsupn. B pexkuve abnsupm COOLPULSE pexxim  the standard vaporization mode in difficult conditions such as cold or highfiow
nogaum PY-3Heprm rnomMoraet obicTpee JoouTbes mncliapeHns ¢ npymeHeHviem  saline conditions, fhe pulses of the COOLPULSE Ablation mode cause more
KOPOTK/X WMMy/bCOB  BbICOKOA MOWHOCTW. [ocne Toro, Kak BOKpyr rapid saline heating at the active electrode with shorter time for heat dissipation.
HaKOHeYHWKa OyaeT co3faH MapoBOM MeLWOK, um3genve Hepexogur ¢ Pl Figure 1 depicts the electric field occurring during the ablate mexie (yellow
peXX1MA Ha PEXXIM HernpepbIBHOI PaboTb! (aHaIorMyHoO CTaHaapTHOMY pexxymy — arrows) and the coagulate mode (blue arrows). 1'hc electrode has a shaft diameter
abnaumm). B pexmve COOLPULSE moxHO 60nee ycnewHo coxpaHutb of 3.32 mm and a working length of 160 mm. The tip is 3.2 X 2.2 mm near oval
MapoBoli MELLIOK, YeM B CTaHOApTHOM peXxxvMe ucnapeHusi, npu pabote B and compc)sed of tungsten alloy. It is equipped with an angled suction slot and
TPYAHbIX YCI0BUSX, HaMpUMep, Mpr UCMo/b30BaHNM X00AHOMO mspacTBopa  partial peripheral suction.

WM  BbICOKOA CKOPOCTW rofaum  dwspacteopa.  VMnyrisCbl,  KOTOpble

reHepupytotca B pexvmve abnaumm COOLPULSE. npuBogaT K 6osiee

Obic'domy EiLrpeBy (m3pacTBopa B 06/1aCTV aKTUBHOIO 3/1eK3po/a, [n aTom

Ternso Takke paccevBaeTcst Oble3pee. Ha pricyHKe 1 MoKasaHo 3/1eKTprYeckoe

rosie, KOTOPOE BOZHVKAET B peXxvMe absisiumm (KenTble CTPEiouKu) Win

Koary/iumm (CMHWe CTPe/iodKK). [vameTp CTEKHS 3/1eKTPoJa COCTaB/IseT

3.32 Mv, pabodas gymHa — 160 MM. HakOHeUHMK pas.vepoM 3,2 X 2.2 MM

MNMEET MOYTU OBa/IbHYHO (hOPMy W U3rOTOB/IEH 13 BOSb(PaMOBOro crviaea. OH

MMeeT OTBepCTWE 1 acnupauyn nog yYriioM WM (yHKUMIO  YaCTUYHOM

neprcthepUHECKO acnvpaLyn.

PucyHok 1 HakoHeuHvK anekTpogoB VAPR COOLPULSE 90 acnmpaumoHHbIA, nog yriiom 90°, cO BCTPOEHHOM PYKOSTTKOM /
Figure 1 Tip of VAPR CoolPulse 90 Electrodes with Integrated Handpiece
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PaLLymnii HaKOHEYHNK /

Working Tip CTepxeHb
anekTpoga/ PykosiTka //Handle

Electrode Shaft

KOHTaKTHbIi
pasbem/ Connector Kabens/ Cable

cawnina3

AcnupauoHHas Tpybka-'
3axmm/ Clamp Suction Tube

PucyHok 3. CxematnuHoe n3obpaxeHue anektpoga VAPR COOLPULSE 90 acnvpaumoHHoro, nog yriiom 9N’ co BCTPOEHHON PyKOSITKOM M yrnpaB/ieHeM Ha
pyKosiTKe /
Figure 3. Scheme of With integrated handpiece: VAPR CoolPulse 90 Electrode and Hand Controls
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5.MOKA3AHNA N TTIPOTUBOIMOKA3AHVA K MPUMEHEHWKO M
M BO3IMOXXHbIE NMOBOYHbBIE 29®PEKTbI
5.1. Toka3aHus

dnekTpog  oaHopasoBbii K cucteMe  VAPR g rpoEledeHus
apPTPOCKOMUYECKUX BMELLATENLCTB MpefHasHaueH /1A pesekunmy, abnauym m
OTCEeYEHMSA MArKMX TKaHel, remMocTasa KPOBEHOCHBLIX COCYA0B W Koarynsuym
MSAFKUX TKaHeA Y MaLyeHTOB, HYXXOAIOLMXCS B aPTPOCKOHMYECKOM XUpYPrn
KOJIEHHOr0,  /1Ie4eBOro, GeApeHHOro,  ro/IeHOCTOMHOMO,  JIOKTEBOrO U
3arscTHOro CycTaBOB.

5.2. TlpoTuBonokKasaHusa

JnekTpog  ogHopasoBbii K cucTeme  VAPR  Ona npoBedeHUs
APTPOCKOMNYECKUX BMELLIATE/LCTB MPOTMBOMNOKAa3aH:

*  BC/y4ae /IH00bIX He apTPOCKOMUYECKMX XMPYPIMYECKIMX MPOLIEAYP:

* B C/ly4ae /H0ObIX apTPOCKOMUYECKUX XMPYPIrUYECKMX MpoLeayp, Mpu
KOTOpPbIX He MCMOME3ycTea pacTBop X/iopupa Hatpua Wi PyHrepa-
JlaKTara 19 OpoLLEHVA OrepaLyioHHOr o Mosis;

* Y MaUWeHTOB C KapauoCTUMyNAropaMn Wi ApyrmMn 31eKTPOHHbLIMM
VMI/TaHTaTamu;

* Y MaUVeHTOB, KOKPbIM MO /1060 MpUYMHE MPOTUBOMOKA3aHb!

apPTPOCKOMMYECKYE MPOLIEAYPbI XVPYPrYeECK/e BMELLIATE LCTBA.

5.3.Mo6o4YHbIe 3ththeKTbl

Bce no6ouHble 3gpeKTbI OTHOCATCA K M3LENNIO UCT0Mb3YEMOMY COBMECTHO C
AneKnpojamMn  opHopaitoBbiMM K cucteme  VAPR  [ia npoBefeHVs
APTPOCKOMNYECKUX BMELLIATE/LCTB.

S.INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND
POSSIBLE ADVERSE EFFECTS
5.1. liulications

Single use electrodes for VAPR system for arthroscopic interventions are
intended for resection, ablation and excision of soft tissue, hemostasis of blood
vessels and coagulation of soft tissue in patients requiring arthroscopic surgery
of the knee, shoulder, hip. ankle, elbow, and wrist.

5,2.Contraindications
Single use electrode for VAPR system lbr arthroscopic interventions are
contraindicated in:

» any non-arthroscopic surgical procedure;

» any arthroscopic procedures where saline or Ringer’s Lactate is not used
as an irrigant;

 patients with heart pacemakers or other electronic device implants;

e patients for whom arthroscopic procedures are contraindicated for any
reason.

5.3.Adverse effects
All adverse effects arc related to the product used in conjunction with single use
electrodes for VAPR system for arthroscopic interventions

6. TEXHNYECKWME XAPAKTEPUCTUKWN MU /6. TECHNICAL CHAR.\CTERIST1CS OF MD

Vicnonb3ywite onyck 5% A1 BCeX 3HAYEHWIA, EC/IN He YKa3aHO VHOe.
Use 5% tolerance for all values unless otherwise noted.
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Tabnuua |./Table 1

BblicoTa Hapy>kHbli AhdheKTMBHAA A/IMHA paboyeli YacTu 3n1eKTpoga

Haps b pabouyeto aiiaMeip (cocTomuT 1N paboyero HaKOHeYHUKa, Anmia o AnvHa
AnameTp HaKOHEeYHMKa <MepPXKHS BOLLPANLLIO 3M1eKTPOAA N CTEPXKHS 3/1eKTpoa) BCTVIPANNIOHHON pyKosATKN /
HaumeHoBaHue / Name BO3BPAaTHOIO o . . . TPYOKM / Handle workin
i.iek'Tpo."ia/ anek*rpona/ / PNectrode working part (consists of a Working : g
veipopal REWM ol Straight Electrode Shaft  Tip, Return Electrode and a Shaft) worki suction | ube length
Electrode OD : g ectrode Sha ip, Return Electrode and a Shaft) working working length
Height oD length
AnekTpog VAPR
COOLPULSE
OOacnMpaLMoHHbIiA. Nost
yrniom 90", co BCTPOEHHOA 3.3240.05 MM
PYKOSITKOI/ N/A 4,65i0,05 MM 160.2i0.1 MM 388i3 MV 162,3+0,1 MM
3.7240.05 mm
With integrated
handpiece: VAPR
CoolPulse 90 Electrode
OnekTpog VAPR
COOLPULSE
90acnmpavnoHHbIRA, NoA
yrnom 90'”, O BCTPOEHHO
PYKOSITKOW 1
ynpaB/ieHNeM Ha
pykosTke/ N/A 3,32+£0,05 MV
4.650.05 mm 180201 vm 388+3 MM 162.3*0,1 MM
With integrated 3,72+0,05 mm

handpiece: VAPR
C'oolPulse 90 Electrode
and Hand Controls
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Tabnuua 2. / Table 2.

3apaHHasa no
YMOHaHUIo
HaunmeHoBaHwue / Temnepatypa /
Name Default Set
Temp
AnekTpog VAPR
COOLPULSE
90acnmpavNoHHbI, NoA
yrnom 90°, co
BCTPOEHHOI PYKOSITKOA
/
With integrated
handpiece; VAPR
CoolPulse 90 Electrode N/A
anekTtpog VAPR
COOLPULSE
90acnuMpanMnoHHbIH. 1on
yrnom 90". co N/A

BCTPOEHHOI PyKOSITKOI
W yrpaB/ieHVeM Mna
pyKosATke/
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dopma paboyero
HaKOHeyHuKa/
Working rip
shape

1log yrnom 90° /
90°

Mog yrnom 90° /
90°

Ounametp Cwuna BcacblBaHUSA
COBMECTUMOIA acnvpaumnoHHol Tpy6km /
KaHonm / Suction Tube suction

Cannula diametr force
Cuna acnvpaupm 3aBucuUT
0T OCHOBHOIO
MUH. 5.5 MM / 060pyAOBaHMS
Min. 5.5mm .
The suction power depends
on the VAPR system
Cvina acnvpaun 3aBuUcuUT
OT OCHOBHOI0
Mrgj. 5.5 MM / o6opyLoBaHNs
Min. 5.5mm

The suction power depends
on the VAPR system

Pacxog, (1310.10 1114eCKOro pacrsopa B acnmpaLyoHHON
Tpy6ke / Suction Tube saline flow rate

Pacxop, (hn3monornyeckoro pactsopa npu MosHOCTLIO
OTKPbLITOM MOTOKOBOM OLLINAHC IO/HKEeH COCTaBIAYb 0T 170 mn/
MVH 0 260 mn/ MyH (Npyn gasneHnn 700 Mm pT.)

Pacxop hrsnonornyeckoro pacteopa npy NOSIHOCTHIO 3aKPbITOM
MOTOKOBOM K/lanaHe I0/eH COCTaB/sTb He 6onee 10 M1 MUH
(npv gasneHun 700 Mv pT.)

/

Saline flow rate with flow control in maximum position to be
between 170 mimin ' (min.) and 260 ml.min * with suction at
700 inmHg.

Saline flow rate with flow control in minimum position to be not
greater than 10 mimin " with suction at 700 mmHg

N/A



With integrated
handpiece: VAPR
CoolPulse 90 Hectrode
and Hand Controls

Tabnuua 3./ Table 3.

HaunmeHoBaHwe/ MOoOLUHOCTb B pexume abnaumm no
Name ymonyaHuio / Default ablate power

AnekTpon VAPR
axupuLsi-:
90acnHpatiMuiiHi>iii, ncw
yrnom 90®. co
BCTpoeiiHoii pykoaTkoii /

W ith integrated
handpiece VAPR
CoolPulsc ‘X) lllectrodc

22N Bt/4 Bt (Pacuwpowbl it |[KXMUM/cTaHNapTHBI)

TTekTpon VAPR

220 BT/4 BT (Pacwmpew Thlii peXXHM/cTaHfapTNbI i)
COOIl.PULShHh

90acnupay|[oH>1bIH. non
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MOLLHOCTb B peXUMe Koarynsiuum
no ymonyaHuto / Default coagulate
power

80 Br/.i BT

80 BT/3 BT

MakcumasibHasa MOLHOCTb B
pexume abnauum / Maximum
Default ablate power

380 BT/1O BT

380 BT/10 HT

MakcumanbHas MOLLHOCTb B
pexxmmMe Koalynammil/ Maximum
Default coagulate power

160BT/6BT

160BT/6BT



yrnom 90®. co
BCTPOEHHON PYKOSATKOMN 1
ynpaBfieHUeM Ha

pykoaTke/

W ith integrated
handpiece: VAPR
CoolPulse 90 Klectrode

and Hand Controls
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7. NTHOOPMALIA O JIEKAPCTBEHHbBLIX TMPEMNAPATAX U (N1N)
PAPMALUEBTNYECKUNX CYBCTAHUNAX B COCTABE M

HA.  WV3genve He COAEPXUT JieKapCTBEHHbIX MperapatoB U (Win)
(hapmaLICB1NYEC KX CyO6CTaHLUHIA.

8. MEPEYEHb MATEPWVAJIOB XXBOTHOIO L (UJ1A)
UEJ/IOBEYECKOI'O INMPONCXOXOEHNA

M. Vi3genve He COEPKUT MaTepuarioB YKVMBOTHOTO M (/1) YerIOBEUECKOrO
MPOVICXOXKEHVSA.

9. NHOPOPMALA O MPOLIECCE MNMPOEKTPOBAHNA,
PA3SPABEOTKE U BAJIMOAAUNA P01 PAMMHOITO
OBECIEYEHUA, NCINOJIb3YEMOI'O B M
HenpvmeHumvo.

10. TPEBOBAHWA BESOINACHOCTU N SPPEKTUBHOCI T MA

MPEAYTIPEXXOEHNA

o OnepvipyroLLpii XMpypr LO/DKeH XOpOLIO BfafeTb apTPOCKONMMYECKUMN
XVPYPruvecKUMM TEXHUKAMM.

* Cm. PykoBoACTBO MO/Mb30BaTeNis, B KOTOPOM MpUBELEHbI MOLLAroBble
VHCTPYKLMM 10 CO0PKe 1 HauanbHOM npoBepke cucTembl DePuy Mitek VAPR
VUE.

e [MogobHO HOObIM  APYTUM  3/IEKTPOXVPYPIYECKUM  YCTPOACTBaM, He
MO/b3YWTECH 3/IEKTPOAOM B HEMOCPEACTBEHHOMN 6/IM30CTU OT FOPHOUMX
aHECTETUIKOB WM OKUC/AKOLLMX Fa30B WM JPYrX FOpHOUMX BELLIECTB, TaK KaK
ANEKTPOXUPYPIUNYECKUIA MHCTPYMEHT MOTEHLMAIBHO MOXKET C TaTb
WCTOYHMKOM BO3rOpaHus.

* BBOAMTE 1 M3B/IEKAIATE 3/IEKTPOZbI OCTOPOXKHO.
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7. INEORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD

Not applicable. Devices do not interact with medicinal and / or pharmaceutical
substances.

8.LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Not applicable. This device does not contain materials of animal and / or human
origin.

9. INFORMATION ABOUT DESIGNING, ENfFHNEERING, AND
VALIDATION OF SOFTWARE USED IN MD

Not applicable.

10. MD SAFETY AND EFFECTIVENESS REQUIREMENTS

WARNINGS

* The operator should be experienced in arthroscopic surgical techniques.

* Please refer to the user manual for step-by-step instructions regarding the
assembly and initial system check of the DePuy Mitek VAPR VUE

system.

« As with all eleclrosurgical devices, do not use in the presence of flammable
anesthetics, oxidizing gases or other flammable substances, as an eleclrosurgical
device has the potential for providing a source of ignition.

« Carefully insert and withdraw electrodes to avoid possible damage to the device
and/or injury to the patient or surgical personnel.

 Ensure that fluid inflow and outflow' is adequate and that the electrode is
activated only when surrounded by conductive irrigant solution (e.g., saline or



YTOOb! M36EXKaTb BO3MOXHOIO MOBPEXKAEHUST YCTPOCTBA WWIN HaHECEHUS
TpaBMbl NaUUeHTy

W1 XYPYPryecKomy repcoHasty.

* [poBepbTe, [OCTATOHEH SN MPUTOK W OTTOK OPOLLIAOLLIEN XUAKOCTU, a Takoke
TO. YTO 3/1EKTPOA, BKMHOHAETCA TOMLKO MPU HVIMYUN BOKPYT HEro
3MIEKTPOMNPOBOAALLIET0 OPOLLIAFOLLIETO pacTBopa (HanpyimMep, (13mosIorM4ecKoro
pacTBopa Wi flaktaTHoro pacteopa PuHrepa). HepgoctaTtouHoe! b opoLLeHVst
MPY UCMONb30BaHN PY-3HEPTN MOXKET

NPMBECTN K NEpPerpeBy XnMAKOCTU, YTO. B CBOKO o4Yepeb, BbISOBET 001 KoXu
B86/1M3n TOYKM goctyna uam B MecTe [OCTYNa, a TakKe MOXeT

noBpeauTb CO0PKY KOHUYMKA 3M1EKTPOAa.

e He poTparvBaiiTeCb [0 KOHYMKA 3NEKTPOAA,
HarnpsHKeEHVIEM.

 Bo Bpema 3/eKTPOXUPYPIUYECKUX MaHUMYSIAUMIA - NaUyieHTy  Heb3s

HaXOAALLErocs  rog

[oTparvBareCA [0 3a3eM/IeHHbIX  MET/VIMYECKMX  OOBEKTOB.  Takoe
MPVKOCHOBEHWE MY BKIKOHeHHOW crcTeMe VAPR MOXKET BbBbIBATb

OXOrn.

o CregyeT cobnogasb  KpaiHIOl0  OCTOPOXHOCTb  MPU  MPOBESEHN

MEK3POXUPYPIrNYECKUX  MaHUMY/IALUMIA B HEMOCPELCTBEHHOW 6/M30CTU OT
METa/UIMYECKMX 0O BEKTOB WM B MPSIMOM KOHTaKTe C HUMM.
BOMbLLUMHCTBO  @p3POCKOMOB M ap3POCKOMNYECKMX  MHCTPYMEHTOB
MeTa/UIMYECKVe. He BK/OYalTe 3/1eKTpOg, €C/M OH  Kakol-nnmbo YacTbio
KOHUMKA KaCaeTCs MET/UVIMYECKMX OGBLEKTOB WM UHCTPYMEHTOB; M3beraiite
YOASIEHNS TKaHei, 3aXBaYeHHbIX MeXay apTPOCKOMNOM U 3/1eKTPOLOM.

B MpoTvBHOM C/ydae MOXHO HaHECTV HeYasHHYIO TpaBMy MaLyeHTy,
XVPYPrYECKOMY MepcoHavTy, a Takoke MOBPeuTb CaM 3/1eK3po Wwm Lpyroe
060pyaoBaHye.

 V36eraiiTe ,qﬂl/ITenbEl'O OCTaBNIATb 3NEKTPO BKMNHOYEHHBLIM, ECNN B 3TOM HET
He06.4oAMMOCT BO BpeMS YAaneHWs TKaHW W B MepepbiBax Mexay
BO3,£I,€‘I7ICTBVIFIMVI. MHaye BO3MOXHa He4vasiHHas TpaBMa.

* 3anpeLaetcs nosTOpEHO 1CMonb30BaTh MPUCTIOCOO/IEHNS, ess KOTOPbLIX ECTb
vetka "1 OAHOKPATHOIO MCIO/Ib3OBAHNA™. 310
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Ringer's l.actate). The use of RF energy with inadequate irrigation may overheat
the lluid enough to cause skin burns at or near the access site and may result in
damage to the electrode tip assembly.

* DO not touch the clcctEode tip when power IS beiEig applied.

» During an elecirosui‘gical procedure, the patient should not be allowed to come
into direct contact with grounded Enetal objects. Inadvertent contact with the
patient when the VAPR system is activated may result in burms.

* Observe extreme caution when using elcctrosurgery in close proximity to. or in
direct contact with, any metal objects. The majority of arthroscopes and
ai'lhroscopic instruments are metal. Do not activate the electrode while any
portion of the electrode tip is in contact with Elie objects or instruncEits; avoid
ablatiEig tissue that is trapped between the arlhroscope and the electrode. Doing
so may result in unintended injury to the patient or surgical personnel and/or
damage to the electrode and/or other equipment.

* .Avoid UEinecessary and prolonged activation of the electrode duriEig and
between tissue applications. Failure to do so may result in unintended i'ijur>'.

* Do not i-euse any accessories labeled as SINGLE USE. These products are for
single-use only and have not been designed to be rc-used/re-sterilized.
Reprocessing may lead to changes in material characteristics such as metallic
corrosion and dulled edges, cerarnic and plastic deformation or splitting which
may linpact the strength of the device and compromise device performance.
Reprocessing of single use devices can also cause crosscontamination leading to
patient infection. These risks Hiay potentially at'fect patient safety.

* Re-sterilization by autoclave iriay cause hand control shorts resulting in
inadvertent activation when the electrode is connected to the generator.

* Avoid touching the distal lip of the instrument (ceramic insulator or metal active
component) with fingers or instruments.

* Inadvertent activation or movement of an active VAPR electrode outside the
Held of vision may result in patient injury and damage to the electrode lip
assembly.

» Using arthroscopic guidance, ensure that the electrode is completely surrounded
by conductive in'igant solution during use. Failure to do so may result in electrode
tip damage.




MPOAYKUMS  OfHOPA30BOr0 MPUIMEHEHWs, OHa Me MpefHasHayeHa [yiA
MOBTOPHOIO UCMO/Ib30BaHUS WK CTepum3aLmu. ! 10BTopHast 06paboTKa MOXKeT
NPMBECTU K M3MEHEHVSM XapaKTePUCTUK MaTepuasioB, HarpuMep Kopposuiu
Me3asiia. 3aTyrnsIeH O KPOMOK, AedhopMaLivi Y MOBPEXKAEHMIO

KEpaMMKU 1 TV1aCTVKE, YTO MOXKET CKasaTbCs Ha rioYHOCTW YCTPOMCTBA U
HapyLLMTb €ro MsKCrylyaTauuoHvible napaveTpbl. [MoBTOpHast 06paboTka
O[HOPa30BbIX YC3POMCTB TakKe MOXET CTaTb MPUUMHOA MEePeKPeCTHOro
3arpsisHeHNs], BefyLLEro K BO3HWKHOBEHWIO Y MALMEHTOB WHMeKLyN. 3Tn
PUCKV MOTYT OKa3bIBaTb MOTEHLMa/TbHOE B/MSIHVE Ha 6e30MacHOCTb
MaLeHTOB.

 [loBTOpHas CTepwm3aLUMA B aBTOK/IABE .MOXET MPUBECTU K KOPOTKUM
3aMbIKaHVISIM B OpraHax py4HOro Ynpas/ieHusl, YTo NPUBELET K
HerpeaHaMepPeHHOMY BKJ/IOYEHUIO 37eKTPOoJa B TOT MOMEHT, KOrfa ero
MOLAK/OHAKOT K reHeparopy.

* CrapaliTecb He KacaTbCsl Avie3a/TbHOr0 KOHLa MHCTPYMeHTa (KepaMmyyecKoro
M30/IATOpa WM MET/UIMYECKOTO  akvBEHQ0 yyacTka) nMasbligMi  Win
VHCTPYMEHTaMM.

* 1lenpennamepeMHoe BK/TOHeHVIE WK MepeMELLIEHNE BKITKOUEHHOTO 3/1IEKTPOAA
VAPR 3a npefenamn rnoss 3peHns MOXKET MPUBECTU K TpaBMe

rnaLiyeHTa 1 rnoBPeXXaeHNI0 COOPKN KOMUMKa 3/1EKTPOJA.

* [Mo/b3ysACb apTPOCKOMNMYECKH.M HanpaBuTeieM. YoeanTeChb, YTO 3/1eKTPOL, BO
Bpemsi paboTbl MOTHOCTHHO MOrPY>XXeH B MPOBOASLLIA OPOLLIHOLLINA

pacTeop. B NpoTVBHOM C/ly4ae BO3MOXHO MOBPEXIEHNE KOHUMKA 3/1EKTPOLA.
» VI3GeraiiTe CKOM/IEHNA TMy3bIPbKOB B MO/IOCTM CycTaBa B MpoLecce
1CMo/Ib30BaHVA. CKOM/IEHVE My3bIPbKOB BOKPYT 3/IEKTPOLA CHYDKAET

3KCIVlyaTalMOHHble  KauecTBAa W .MOMET MPVBOAUTbL K MEperpeBy,
[OCTAaTOYHOMY /711 MOBPEXIEHMS C.MEXHBIX CTPYKTYP WM COOPKM KOHUMKA
AMEKTPOA.

» e HamasbIBaliTe NPOBO/, NMUTAHUA HAKOHEUHMKOB, HOXHOIO MepeK/oYaTess
W TeHepaTopa BOKPYr METa/VIMYECKVX Mped.MeToB. [Mpu  HavaTbBaHM
MPOBOAOB HAa META/VIMYECKUIA MPEAMET MOT\T BO3HMKATbL TOKW, CrOCOGHbIE
BbBBarb /IEKTPUYECKIA paspsil, BO3ropaH/e Wi HaHeCTV TpaBMy NaLyenry
WM MEVLIMHCKOMY TEpCOHaUTy.
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* Avoid bubble accumulation in the joint space during use. The accumulation of
bubbles around the electrode diminishes performance and may produce
overheating sufficient to damage adjacent structures or the electrode tip
assembly.

» Do not wrap handpiece, footswitch or generator power cables around metal
objects. Wrapping cables around metal objects may induce currents that could
lead to electric shock, fire or injury to patient and/or surgical personnel.

» Jailure to attach the suction tubing to an adequate suction source may cause
thermal injury’ to the physician or patient.

» DO NOT activate the probe for unnecessary and prolonged periods as irriganl
overheating and unintended tissue damage may result. Prolonged probe
activation while using the suction feature may result in elevated shaft or suction
tubing temperatures.

* lilectrodes will wear from normal use, dependent on factors such as length of
use, high tissue removal rate, prolonged use against bony surfaces, prolonged use
insaline, high power settings, and use with minimal suction or fluid management.
Periodically assess electrode tip for wear and proper operation. Replace the
electrode if excessive wear is noted.

* For electrodes with suction, attach the suction adapter to standard hospital
suction equipment. Ensure that the roller clamp is open, and vacuum is in the
range of 300 mniHg to 700 mmMy.

« Damage to surrounding tissue through iatrogenic injury could occur, as aneffect
of electrosurgery.

» CP Mode should not be used to shrink or smooth heat-sensititve tissue such as
articular cartilage. When using probes that operate in CP Mode, ablation (fire-
up) may occur even when AlILATE power is set to the minimum value of 10 W.
resulting in possible unw-anted ablation and tissue removal. COAG mode should
always be used when tissue removal is to be avoided.



o TpybKy oOTCOCA CriefyeT MoAKMoYaTb K 06CachbIBatOLLIE  YCTaHOBKe
COOTBECTBYHOLLIEA MOLLIHOCTW, MHa4e Bpad W naiuicifr moryT

MOSTYYUTb OXKOTW.

* SAMNPELLIAETCH Hagonro v 6e3 HagobHOCTU OCTaB/ AT 30HL, BKMOYEHHbIM,
TaK KaK OpOLLAMOLLAA >KUOKOCTb MeperpeBaeTcsi, M 3T0 MOXET BbBBATb
HenpeaHamepeHHOe MOBPEXEHNE TKaHeM,

[nvTenbHoe BKIKOYEHVe 30H4a MPY UCMO/b30BaHUM 0TCOCA MOXKET MPUBECTU
K HarpeBy CTEPXHS WM OTCaCbIBaOLLMX TPYOOK [J0 BbICOKOM TeMrepaTypb|.

* B xoge paboTbl 3MeKTPOAbl MOABEPrakoTCs M3HOCY, CKopocTb KOTopoio
3aBMCUT OT TaKUX (PAKTOPOB, KaK MPOAO/DKUTENBHOCTL  UCMO/b30BaHMS,
BbICOKas CKOPOCTb Ya/IeHNst TKaHel, J/ITesTbHOe MCro/b30BaHVe Ha KOCTHbIX
MOBEPXHOCTSX, [/mTeNbHas paboTa B (hM3M1O0M0rMyYecKOM pacTBope, paboTta B
PEXUMaXx MOBbILLEHHOA MOLLHOCTU M paboTa Mpy MUHMMaSIBHOM OTCOCE WK
OpOLLEHMN. Bpems OT BpemeHW HYy)KHO OCMAaTprBaTb KOHUMK 3/IeKTpOHa Ha
MpeL, MeT MPU3HAKOB M3HOCa W 1

MPOBEPKM KayecTBa ero pabotbl. [Mpy 06HAPY>KEHUM MPU3HAKOB CWILHOIO
M3HOCA 3M1EKTPOL, HY>KHO 3aMeHUTD.

* JreKTpogbl C (yHKUMEn OTcoca COEAMHSAKOTCA MEPEXOAHMKOM Ha SIMHAN
0TCacbIBaHUA CO CTaHAAPTHBIM OTCACbIBAKOLLYIM 060PYLOBaHVEM,
UMEOLLWIMCA B 60/IbHMLE. Tp 3TOM  HY)XHO MPOBEPUTb, YTO PO/IMKOBbINA
38XKNM OTKPbIT, a paspexxeHre coctasnsgeT ot 300 go 700 MM.PT.CT.

* B pesynbTate afIeKTPOXMPYPryecKmMX MaHMyNALMIA BOSMOXHO MOpakeHve
OKPY>KaOLLMX TKaHeld BCIefiCTBYIE ATPOreHHOM TpaBMbl.

* 1N yMeHbLLIEHUST W PasMAryeH s TePMOYYBCTBUTE/TbHbIX TKAHENR, Takumx
KaK CYyCTaBHbIA XpsW, Hefb3a Moib3oBatbed  pexvimom  CP. TMpn
MCMO/b30BaHUM 30HAOB, paboTaolyx B CP-pexkvMe. abraups (BbPKAraHue)
OyZeT UMeTb MeCTO JadKe TOrAa, Korfa MOLLHOCTb peXxvva

ABLATE (ABJIALINA) ycTaHoBMEHa Ma MMHMMa/ILHOM ypoBHe 10 B3 4yto
MOXET MPUBECTU K HEXXe/TaTe/IbHOM absiaLn 1 yaasieHN0 TKaHeN.

ECm Hy)kKHO 136exaTb yaaneH!s TKaHel, crefyeT

ycTaHoBUTb pexkum COAG (KOATYIALINA).
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MEPbBI NMPEJOCTOPOXHOCTWU

* [epef NepBbIM UCMO/B30BaHVIEM CieflyeT BHUMATE/IbHO MPOYUTATL M MOHATHL
cofepykaHne BCEX BKaAbILLEN B YMAKOBKY, BK/HOHasi MpeaynpeXxaeHnsi, Mepbl
MPESOCIOPOXHOCT U MHCTPYKUMM 10 MpYMeHeHUO.  Be3onacHocTb U
APEKTUBHOCTE  A/IEKTPOXVPYPIN  3aBUCUT He TOMbKO OT  KOHCTPYKLMM
obopyfoBaHWs, HO W OT pPas/MuHbIX (PAKTOPOB, KOHTPO/IMPYEMbIX
rnosib3oBatesieM (CM. PyKOBOACTBO MOJb30BATESS).

* | KMCNOMb3yeMble BaHHbIA MOMEHT 3/IEKTPOAbI MOMECTUTE B CyXO0€, UNCTOE,
XOpOLLO  MPOCMATPVBAOLLIEEC  MECTO, He MPOBOASALLEE  3/IEKTPUYECTBa,
HefOCTyNHOe A8 MauveHTa. Ecim aneKTpod CyyaiiHO BK/KOYMTCA  Mpn
KOHTaKTe C MaLWeHTOM, 3TO MOXET MPUBECTU K OXOraM.

* [MpyknagbBaa ype3MepHoe YCWUYe, MOXHO TMOBPEAUTb COOPKY KOHUMKA
AMeKTPOoJA.

* MOMbLITKX COTHYTb 3/IEKTPOABI MOrYT MPUBECTU K MOSIOMKe 3/1EKTPOAA W
YXYALLEHUIO 3KCTUTyaTaLUMOHHBIX XapaKTePUCTVIK 3/IEKTPOA.

» 1lecob/tofenmve peKOMEHAOBAHHOMO YPOBHS Pa3peXKeHs Mpy OTCOCE MOXKET
MPVBECTM K MOSIOMKe Mprbopa.

11. TPEBOBAHVA K TEXMNYEC'KOMY OBC/TY>XBAHUIO U
PEMOHTY M
HenpuveHnmo.

12. ONNCAHNE METOAA CTEPUNN3ALNIN

dnekTpog  ogHopasoBbii K cucteMe  VAPR g npoBeaeHus
aprpoCKONMUYECKNX  BMeLLaTeSlbCTB.  MOCTaB/ISETCA  CTEPWIbHBIM U
0AHOpa3oBbIM A1 OAHOKPATHOT UCMOMb30BaHUA.  Inektpoabl  VAPR
CTEPU/IM3YIOTCA  FraMMa-U3/lydyeHeM [0  YPOBHSA  rapaHTMPOBaHHOM

ctepuibHocTM KO/XC 1CMo/b30BaHVEM METOAMKM U30bITOYHON CTepunsaLmn
C NpVB/IEYEHVIEM KOMMaHUIA-NOPSAYMKOB M0 MPOBEAEHNIO CTEPUIN3ALIAN.
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PRECAUTIONS

* Prior to initial use. ensure that all package inserts including warnings, cautions,
and Instructions for Use are read and understood. Safe and effective
electrosurgery is dependent not only on equipment design but also on factors
under the control of the user (refer to the user manual).

* When not in use. place the active Electrode in a clean, dry, nonconductive. and
highly visible area not in contact with the patient. Inadvertent activation while in
contact with the patient may result in burns.

* Excessive force may damage the electrode tip assembly.

* Attempts to bend electrodes can result in electrode fracture or degradation of
electrode performance.

* Failure to maintain the recommended suction may result in device failure.

11. REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF
MD

Not applicable.

12. DESCRIPTION OF STERILIZATION METHOD

The electrodes used in the VAPR system arc provided sterile and are disposable
for single use. The VAPR Electrodes are sterilized by gamma radiation to an SAL
level of 1  using the overkill method by contract sterilization companies.



13. MEPEYEHb 1 OINMMCAHVE MATEPVAIOB MU

Co BCTPOEHHOM PYKOSITKOI;
VAPR COOLPUI.SE90
acnupaLMoHHbIN, MOg Yriom

1 ABC MAGNUM 8434 («J0Y KEMWKAJIC»)
MACTEPBATU — CEPbIA «K/IAPUAHT» 22572
JO3NPOBKA 2% LIBET — HAHTOM CBET/1O-
CEPbI 2U

2. ABC ESTADIENE 1640 AS BE/bIA 1306

3. ABC MAGNUM 8434 («[J0Y KEMVIKAJIC»)
MACTEPBATY — YEPHbIA «KJTAPUAHT» 19241
[O3MPOBKA 2% LIBET — IMN/IH'TOH C(XI' TABHOW
UEPHbIA 1

4, CUJIMIKOHOBbBI
BE/bIA

5. OKCWA, AJIOMVHNA. JTETMPOBAHHbBIN
OKCWIOM LIVIPKOHUSA
90% AJTFOMNHISA H3Ro LIVIPKOHS

6. HEP>XABHIOLLIA CT.A/Tb MAPKU 14571
B COOTBETCTBMA CO CTAHAAPTOM BS EN
10088

7. BOJ/Ib®PAM 92.59%\V 5% Ni 2.5% Fe

8. MBX - LgeTHoi 8077G (IMpo3payHblif)

9. HEPYXABEIOLLAST CTA/Ib MAPKW 14751 B
(’OOTBETCTBWM CO CTAHOAPTOM BS EN 10088
(316Ti) (A/IbTEPHATVIBA 316L)

10. KJ/IEW EPOTEK 353 ND

V. MNONVBUHWAVAEH®TOPUL - KBM 100
UEPHbBIN

KAYYYK  AP30I60
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13. LIST AND DESCRIPTION OF MI) MATERIALS

With integrated handpiece: V.APR
CoolPulse 90 Electrode:

1 ABS MAGNUM 84.34 (DOW
CHEMICALS) MASTERBATCH - GREY
CLARIANT 22572 DOSED AT 2% COLOUR -
PANTONE COOL GREY 2U

2. ABS ESTADIENE 1640 AS BIANCO 1.306
3. ABS MAGNUM 8434 (DOW
CHEMICALS) MASTERBATCH - BLACK

CLARIANT 19241 DOSED AT 2% COLOUR -
PANTONE PROCESS BLACK U

4. SILICONE RUBBER AP301 60 WHITE

5. ZTA

90% ALUMINA/ 10%Z1RCONIA

6. STAINLESS STEEL GRADE 1.4404 TO
BSEN 10088 (3161.)

7. TUNGSTEN 92.5%W 5% Ni 2.5% Fe

8. PVC - COLOURITE  8077G-OI5
(TRANSPARENT)

9. STAINLESS STEEL TUBE GRADE 1.4751

TO BS EN 10088 (316Ti). (ALTERNATIVE «316L)
10. ADHESIVE, EPOTEK 353 ND
11. PVDF-KBM 100 BLACK



Co BCTPOEHHOW PYKOSITKOA:
VAPRCOOLPULSE90
acnupaLMoHHbIi, nog yriom 9O
N YMpaB/ieHEM Ha PYKOSITKe.

1 JNIEC MAGINUM 8434 («[10Y KEMUKAJIC»)
MACTEPBATU — CEPbI «K/IAPUAHT» 22572
NO3VPOBKA 2% LIBET — MAHTOH CBET/1O-
CEPbI 2U

2. ABC ESTADIENE 1640 AS BE/IbIA 1306

3. ABC MAGNUM 8434 («0Y KEMUKA/IC»
MACTEPBATY — YEPHbLIA «KJTAPUMAHT» 19241
JO3VIPOBKA 2% LIBET — IMAW ! OH COCTABHOW
UEPHbIN 1

4, CWIMKOHOBbII  KAYYYK  AP301/60
BE/bIN
5. OCHOBA n3 CUINKOHOBOIO

KAYUYKA KE-951U («LLIVH-1-TCY» (SHIN ETSU)),
BY/IKAHV3ATOP C-8 («LUMH-ETCY») UEPHASA
UACTb: YEPHbIN TMUIMEHT 1801 («TAMKE»
(TAIKE)) [O3MPOBKA [OO COOTBETCTBUSA
MAHTOHY UYEPHOMY u. XXENTAA UACTH:
YKENTbIN MUIMEHT 133! («TAUKE») U BE/bIA
MArMEHT 1924 («TAUKE») [O3VPOBKA [0
COOTBETCTBUSA UNAHTOHY >KE/ITOMY  U.
CUHSAS  UACTb; CUHUA TMUCMEHT 1520
(<TAVIKE»), YEPHbI HUTMEHT 1801 («TAUKE»)
n  BEMbIM  TUTMEHT 1924  («TAMKE»)
[O3POBKA [0 COOTBETCTBUA MAHTOHY
3005U.

6. HEPXABEIOLLAA CTA/Ib MAPKW 1.4404
B COOTBETCTBMW CO CTAHIOAPIO.M BS EN
10088(316L)

7. OoKCuA, AMFOMVHWA. NTEMMPOBAHHLIN
OKCUIOM LIMPKOHWA
90% A/TIO.MUHWIS/10% LIVIPKOHA

8. BO/Ib®PAM 92.5%W 5% Ni 2.5% Ee

9. MBX - LigeTHoii 8077G (Mpo3pauHblii)

10. HEP>XABEIOLLAA CTA/Tb MAPKM 14751
B COOTBETCTBMW CO CTAHOAPTOM BS EN
10088 (316 T1)(A/IbTEPHATVIBA 316L)

1L K/TEW EPOTEK 353 N1)

12. MNOWBUHWIVMAEH®TOPUA, - KBM 100
YEPHbIN

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

With integrated handpiece: VAPR
CoolPiilse 90 Electrode and Hand
Controls

1 ABS MAGNUM 8434 (DOwW
CHEMICALS) MASTERBAICH - GREY
CLARIANT 22572 DOSED AT 2% COLOUR -
PANTONE COOL GREY 2U

2. ABS ESTADIENE 1640 AS BIANCO 1306
3 ABS MAGNUM 8434 (Dow
CHEMICALS) MASTERBATCH - BLACK

CLARIANT 19241 DOSED AT 2% COLOUR -
PANTONE PROCESS BLACK U

4. SILICONE RUBBER AP301/60 WHITE

5, SILICONE RUBBER BASE KE-951U
(SHIN ETSU), CURING AGENT C-8 (SHIN ETSU)
BLACK SECTION: BLACK PIGMENT 1801
(TAIKE) DOSED TO MATCH PAKTONE BLACK
U. YELLOW SECTION: YELLOW PIGMENT 1331
(TAIKE) & WHITE PIGMENT 1924 (TAIKE)
DOSED TO MATCH PANTONE YELLOW U.
BLUE SECTION: BLUE PIGMENT 1520 (TAIKE),
BLACK PIGMENT 1801 (TAIKE) & WHITE
PIGMENT 1924 (TAIKE) DOSED TO MATCH
PAN'rONE3005U.

6. STAINLESS STEEL GRADE 1.4404 TO
BS EN 10088 (316L)

7. ZTA

90% ALUMINA/ 10% ZIRCONIA

8. TUNGSTEN 92.5%W 5% Ni 2.5% Fe

9. PVC COLOURITE 8077G-015

(TRANSPARENT)

10. STAINLESS STEEL TUBE GR.4DE 14751
TO BS EN 10088 (316Ti). (ALTERNATIVE - 316L)
11. ADHESIVE. EPOTEK 353 ND

12 PVDF-KBM 100 BLACK



Tabnuua 5 - 3HaYeHUss CUMBOJIOB, YKa3aHHbIX Ha MapKMUPOBKe

REF

LOT

;ME R

mJ

n B

[ S
C€ 2797

Homep no katanory

Kog naptin

PaauaLiyoHHast CTepum3aLys

3rotoBuTesb

Tvin pab6oyeii YacT; CF ¢ 3aumToli 0T paspsiga
fetmbpunnatopa *

MapkupoBka paboueli 4acTn He
NpeaycMOTPEHa, MOCKO/bKY KnaccutmKaLms
paboyeil YacT onpefensieTcsl reHepaTopoM, ¢
KOTOPbIM MPUMEHSIOTCA AaHHbIE U3AeNKS.
Tpebyemasi MapKMPOBKa HAHOCUTCS PSiiOM C
coeguHUTENIeM paboYeli YacTu reHepaTopa,
KOTOPbIIi PErMCTPUPYETCA Kak OTAe/bHOe
n3aenve.

O6paTUTECh K MHCTPYKLMM MO MPUMEHEHNIO

EBpOI'IeVICKOG COOTBETCTBUE
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Table 5 - Interpretation of symbols used on the label

REF

LOT

jSTCM. R

a

2797

Cataiocue number

Batch code

Sterilized usinsi irradiation

Manufacturer

Operating part type: CF with
defibrilialor discharge protection *

*No marking of the operating part is
provided, as the classification of the
operating part is determined by the
generator with which these products
are used. The required marking is
applied next to the generator's
operating part connector, which is
registered as a separate product.

Consult instructions for use

European Conformity
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O6paTtunecb K MHCTPYKUUM MO NPUMEHEHUI0

OclX)poxHo! O6paTUTech K HHCTPYKLUH MO
NMPUMEHEeHUIo

14. TPEBOBAHUNA K TEXHNYECKOMY OBCJ/TY>XVBAHUIO U
PEMOHTY M
icnpmeHnmo.

15. YC/1OBNA TPAHCIOPTUPOBK N XPAHEHNA

Tabnunua 6. YcnoBus TpaHCNOPTUPOBKM:
HavmeHoBaHue [JnanasoH
Temnepatypa 0oT-10 0+40 °C
OTHocuTeNbHaS BIaXXMOCTb — He 60/1ee 85 %0663
KOHfeHcaTa
ATMOchepHoe AaBreHve HET 0CO6bIX YCI0BUIA

Tabnvua 7. YCnoBus XpaHeHus:
HanmeHoBaHue [Jnana3oH

Temnepatypa He 6onee 25 °C

OTHocuTe/IbHas HeT 0Co6bIX YC/I0BUIA
B/I@KHOCTb
ATMOC(EPHOE  HET 0COObIX YC/I0BUIA

LiaBrevve

16. CpOK rogHocCTu, CPOK CNYXO6bI
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Refer to instruction manual

)I( Caution!

14. REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF
MD

Not applicable.
15. CONDITIONS OF TRANSPORTATION AND STORAGE

Table 6. ransportation conditions:

Designation Range
Temperature -10to+40 °C
Relative humidity up to 85 % non-condensing

Table
Barometric pressure no special conditions

Storage conditions:
Designation Range

Temperature Below 25 °C
Relative humidity  no special conditions

Barometric pressure no special conditions

16. Shelf life, use by date



JnekTpog  ogHopasoBbid K cucTeMe  VAPR 41 npoBegeHus
ApPTPOCKOMHYECKVX ~ BMELLIATE/ILCTB  MpefHa3HayeH 19 04HOPasoBOro
1Crosib30BaHMA. CPOK Cy»XObl U3AE/A -3T0 BPEMS €10 UHTPaorepaLiOHHOro
CMO/L30BaHUA.

CPoK rogHOCTM BapuaHTOB 1UCMosIHeHUA M yKasaHbl HUKe:

Co BCTpoeHHO pykosiTkoli; VAPR COOLPULSE 90
acnuMpauyoHHbIA, nog yrnom 90':

Co BCTpoeHHoM pykositkoii: VAPR COOLPULSE 90
acnmpaumoHHbIi, Moz yrnom 90° H YTOeBEHV/EM tia pyKosTKe.
17. NMEPEYEHb PCKOB

[MpoLiecc ynpasneHVs pyUcCKami NPOon3BOAUTENA COOTBETCTBYET CTaHaapTy EN
ISO 14971:2012.

Boriee fieTasbHYH VHGOP.MaLWo CMOTpK B OTUETE M0 YNPAB/IEHIIO PUCKAMIA

Proga

3 roga

18. VIH®OPMALVA O TMPOBEAEHHbBIX  UCTIbITAHNAX,
MPOTOKOJIAX  UCIMbITAHN, AHAJIM3E TOJIYYEHHbLIX
OJAHHBIX

Msoenve cooTBeTCTBYHOT TpeboBaHusim EN  ISO 13485 MeamumHeKoe
obopymoBaHve - CucTeMa MeHe[KVEHTa KayectBa - TpeboBaHVA /1S
HOPMATMBHbIX Lie/1eit. 110/HbIA CMCOK NPUMEHVMbIX CTaHAPTOB LOCTYIEH MO
3anpocy.

19. MOPALOK N YCNOBUNA YTUNTMN3ALUNUN nnn YHNUTOXXEHUNA
M

M3oenme ovewocutcs «  Kaccy B B COOTBETCTBMM C  KracCcUdmKaLel
MEAVLIMHCKMX OTX0[0B. HesaE'pssHeH/aA ynakoBKa W MpLLE3LIexHOCTU
OTHOCUTCA K Kraccy A B COOTBETCTBUM C K/aCCUPMKALIMEN MEAULIMHCKUX
oTxoaoB. [locne wcrnonb3oBaHUA msfeve U e'O ynakoBKy neooxonEEVD
YTWIM3MPOBATb B COOEBETCTBUN C mccTeesimn HOPMaMM COE nacvo TpetosaEE /v
CaislinH 2.1.7.2790-10 1 E'ocyapcTBeELLL M/ 3pe60BaHNS. M.

20. FTAPAHTVA n PEKJTAMALINA

MpoM3BOAUTESTb eec OEPET HA CEOA HUKAKUX aoeeoneentcnveeenx MPBEETHbK
0053aTeNbCTB, 33 UCK/THOYEHVEM TeX. KoTopble EQpapeckn yTBOKIEELLL
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rile VAPR Electrode.s are disposable, for single use only, fheir (therapeutic)
lifetime is the time of their intraoperative use.

Shelflife

With integrated handpiece: VAI’R CoolPulse 90
Electrode;

With integrated handpiece: VAPR CoolPulse 90
Electrode and Hand Controls

17. LIST OF RISKS
The manufacturer's Risk Management process is in accordance with EN 1SO
14971:2012. For more detailed information see attached reports.

3 years

3 years

18. INFORMATION ON THE TESTS CARRIED OUT, TEST REPORTS,
ANALYSIS OF THE OBTAINED DATA

Devices meet requirements EN 1SO 13485 Medical device - Quality’ managcHicBU
system - Requirements for regulatory purposes. A full list of applicable standards
is available upon request.

19. MD DISPOSAL RULES AND CONDITIONS

The product is classified as Class B according to the Medical Waste
Classification. The uncontaiTiinated packaging and accessories are classified as
class A according to the classification of medical waste. After use. the product
and its packaging must be disposed of in accordance with local regulations as
required by SanPin 2.1.7.2790-10 and national requii‘ements.

20. WARRANTY
The manufacturer does not assume any additional wari‘anty obligations, except
those that aie legally approved.



CornacoBaHo/APPROVAL

OpraHH3ai;Hfl/Orgeni2ation

Ajipcc/Address

N~nxHocTb/Occupation

damunua, Mma/ Surname. Name

fata A4 MM M T7l)an* OD MM.YYYY

Monnuce/Signalure

NHCTpYKLUMA MO NPUMEHEHUNIO MeAULIMHCKOro usgenus’
Instruction for Use for the medical device
AnekTpog oaHopa30BbIn K cucteme VAPR ana npoBefeHns apTPOCKOMUYECKMX

BMeLlaTenscTB /

Single use electrode for VAPR system for artliroscopic interventions
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Russian text English text
1 HAMMEHOBAHWME MEANUVHCKOIO N3AE/INA (M) METO 1 MEDICAL DEVICE (MIl)) NAME AND

KJTACCNPUNKALINA CLASSIFICATION
11. HanmeHoBaHve MW, Mofenm unm BapuaHTbl iiciio it c Hitfl M 11.  MD name, models or variations of MD
3AneKTpog ogHopasoBblii K cucteme VAPR ans npoBeaeHns apTpockonmyeckux — Single  use  electrode for VAPR system for arthroscopic
BMeLLIATe/bCTB intervention:
|. BapviaHTb! UCTO/HEHVS: l Options for execution:
1 ¢ paboyeli YacTbto Ha KoHUe: VAPR TRIPOLAR. acnvpauyioHHbIA, Mo 1 with the working part at the end:VVAPR TriPolar 90 Suction
yriiom 90°. CO BCTPOEHHOV PYKOSTTKOV 1 PyUHbIM YTPaB/eHeM Electrode with Integrated Handpiece and Hand Controls

M VHCTPYKUMA M0 NPUMEHEHNIO- He 60/1ee 20 LL. i
Il Instructions for use - not more than 20 pcs.

1.2. Knaccud|1kaupss M 1.2.MD classification
. CLUA: asnekTpon ogHopasoBbih K cucTeme VAPR ans npoBedeHUst o US: The VAPR electrode are Class 11 medical devices in
apPTPOCKOMMYECKNX BMELLIATE/LCTB SB/MSETCH MeAVLUMHCKUM 13aermam Kracca - the USA.
B CLLIA. . Europe: The VAPR electrodes are Class Ilb under the
. EBporia: aneKkTpog, ogHopas3oBbli K cucteme VAPR ana nposegeHust  requirements of Rule 9: Intended to administer or exchange energy
apTPOCKOMUYECKMX BMELLIATENBCTB OTHOCUTCS K Kraccy Vb B cootBeTcTBUM € in potentially hazardous ways. The Conformity Assessment Route
TpeboBaHMSIMM MpaBWia 9: NpeaHa3HaueH /1A yrpaBieHys Win 0bMeHa aHepreid  used is in accordance with Annex 11.3. of the MDD.
MOTEHUMa/IbHO  OMacHbIMK -~ criocobamu.  Vicnonb3yembii - MapLUpYT — OLIEHKM
COOTBETCTBUA coracHo lMpunoxeHno 113 kK MDD.

ClI' operating part type with defibrillator discharge protection
Tuvn paboueli Yactn CF ¢ 3aLupToin oT paspsiga aedwmopunisitopa (onpegensietca  (determined by the generator used in conjunction with the

MCMO/b3YEMbIM COBMECTHO C M3LENMSMM TeHepaTopoM) products)
3aLyira OT 0nacHoro MPOHMKaHMA BoAbl WK TBepAbIX YacTul: WIXX Protection against dangerous penetration of water or solid
particles: IPXX
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2. HAMUMEHOBAHWE 1 FOPUONYECKUIN APEC
NnPON3BOANTETIA M N ¥YTIOJTHOMOYEHHOI O
MPEACTABUTENA NMPON3BOOUTESA B POCCA

PA3PABOTUYNK:
«[elMbio Maittek. HK.», CLLA, DePuy Mitek, Inc., 325 Paramount Dr..
Raynham, Massachusetts 02767, USA

NMPON3BOANTE/Ib:

«[e11bto Maittek. VIHK.», CLUA, DcPuy Mitek, Inc., 325 Paramount Dir..
Raynham. Massachusetts 02767. USA

MECTA TPOV3BOACTBA,

Gyrus Medical Limited. Lortan Road, St. Mellons, Cardiff, Uk CG Olt. Great
Britain.
Medos International SARL. Chemin Blanc 38. Lc Lode. CI/A-2400. Switzerland.

YNOAHOMOYEHHOW MPEACTABUTE/b MPOV3BOANTENSA B
POCCUW:

000 «[pKoHCOH & [pKoHCOH». 121614, r. Mocksa, yn. Kpbliarckas, 4. 17.
Kopn. 2.

len. +7(495)580-7777

RA-JNJRU-RZN/S'IITS.JNJ.com

3. HASHAYEHVE MEOVLUMHCKOIO M3OENNA N MHPOPMALIA
OB NMOTEHUWMAJIbHBIX MOTPEBUTEJTAX M

ANeKTpog, 0aHopas3oBbIn K cucTeMe VAPR /151 NpoBeaeHNs aptoCKONMMUeCKHX

BMELLATE/ILCTB  MpefHasHayeH /19 peseKuny, abnaumm 1 OTCeYeHUs .MSrKUX

TKaHeli, remMoctasa KpPOBEHOCHBLIX COCYOB WM Koarynaumn MSArKUX TKaHeld y

MaLieHTOB, HY>XOAIOLMXCA B  apTPOCKOMMYECKOM XVPYPrM  KOSIEHHOTO,

r/1e4eBoro, 6epeHHOro, rosIeHOCTOrTOrO. SIOKTEBOrO Y 3aMnsCTHOIO CyCTaBOB.
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2. NAME AND LEGAL ADDRESS OF MANUFACTURER
AND AUTHORIZED REPRESENTATIVE IN RUSSIAN
FEDERATION

DEVELOPER;
DePuy Mitek, Inc.. 325 Paramount Dr., Raynham, Massachusetts
02767. USA

MANUFACTURER:

DePuy Mitek, Inc.. 325 Paramount Dr., Raynham. Massachusetts
02767, USA

PI.ACES OF PRODUCTION:

Gyrus Medical Limited. Fortan Road. St. Mellons, Cardiff, Uk
CG Olt. Great Britain.

Medos International SARL. Chemin Blanc 38. Le Lode. Cl 1-
2400. Switzerland.

AUTHORIZED REPRESENTATIVE OF THE

MANUFACTURER IN RUSSIA:

Johnson & Johnson LLC,

121614, Moscow. Krylatskaya str., 17/2.

Tei.+7 (495) 580-7777

RA-JNJRU-RZN®ITS.JNJ.com

3. INTENDED USE AND INFORMATION  ON
POTENTIAL USERS OF MD

Single use electrode for VAPR system for arthroscopic

interventions are intended for resection, ablation and excision of

soft tissue, hemostasis of blood vessels and coagulation of soft

tissue in patients requiring arthroscopic surgery of the knee,

shoulder, hip, ankle, elbow’, and wrist.



MoTeHuManbHble NoTpebuTen M

M3genve npegHasHaueHo [ MCMOMb30BaHUA B XUPYPrUYECKUX  YCIIOBUSX
MepCcOHa/IOM, 06y4eHHbIM apPTPOCKOMUYECKM MpoueaypamM. Becb nepcoHarn,
paboTaloLLmin ¢ M3LeNMEM, [JO/DKEH MOSIHOCTBIO 3}{aTb  MHCTPYKUMM 1O
SKCrUTyaTalyn M. ec/iv MPUMEHNMO, XVPYPrYecKme npoLedypbl.

YCio0 BLL npumciteniig /X cunyatauitt MA

BnaxHocTb 30- 5%
Temnepatypa OT1+10°Cpo+40°C
[JasneHve 70-106 k'l

4. ONMNCAHME OCHOBHbIX ®YHKUWMOHAJIbHbIX 3/IEMEHTOB
M

4.1. Obuee onucaHme yHKUNOHabHbIX 31IeMeHTOB M

Anek3poj, 0aHopa3oBblin K cucteme VAPR /151 NPOBEAEHUS apTPOCKOMYECKIMX
BMeLLIATE/TbCTB MOXKET UMETb WM He MMETb acrVpPaLVIOHHYHO (YHKLMIO.

5.1.1. C paboueii yacTbto Ha KoHue: VAPR TRIPOLAR, acnupaumoHHbIiA,
nog yrnom 90°, co BCTpoemioii PYKOATKOM U PYyYHbIM YNpPaB/IeHNEM

C paboueli yactbio Ha koHUE: VAPK TRIPOLAR, acnnpauyoHHbIA, nog yT/iom
90°. cO Be3POEHHON PYKOSITKO M PyYHbIM YrpaB/ieHVeM — 3TO M3fenve i
abnaumMn  MArKUX  1KaHed M remMocTasa/Koary/isiuHW. - npegHasHayeHHoe 15t
npMeHeHst ¢ cucTemolik VAPR B LIENSIX MPOBEAEHUST  apTPOCKOMYECKUNX
BMeLLIaTe/bCTB. MprHLMN ero paboTbl ocHoBaH Ha TexHosorm COOLPULSE.
DNeKTPos, MeeT (RYHKLMIKO acrnpaLymn, KoTopast MoBbILLGET ero a(ipeKT1BHOCTb
N pacLmpsieT (yHKUMOHaN CUCTeMbl Grarofaps YAa/IeHUO My3bIPbKOB U
OCTaTKOB TKaHeM, MOSIBUBLLMXCA B pe3y/ibTaTe paboTbl B MECTE XMPYPrYECKOro
BMELLIATENLCTBA.

TRIPOLAR — 3T0 TePMWH, MCMO/Mb3yeMbii KoMMaHuen «elbto CuHTe3
MaiiTek» /11 0603HAYEHNS1 BUMNONAPHBIX PASVOYaCTOTHBIX W3AENWA C Tpems
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Potential users of MD

The device is intended to be used ina surgical setting by personnel
trained in arthroscopic procedures. All personnel handling the
device should be fully aware of the instructions for use and, if
applicable, the surgical procedures.

IJse/opcration conditions of MD

Humidity 30-75 %
femperature From+lO"Cto +40°C
Pressure 70-106 kPa

4. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS
OF MD
4.1. (iieneral description of functional elements of MD

Single use electrode for VAPR system for arthroscopic
inter\'entions can be with or without suction function.

5.1.1. With a working part at the end: VAPR TriPolar 90
Suction Electrode with Integrated Handpiece and Hand
Controls

With a working part at the end: VAPR TriPolar 90 Suction
Electrode with Integrated Handpiece and Hand Controls is a soft
tissue ablation and hemostasis/coagulation device intended for use
with VAPR system for arthroscopic intenentions. It uses the
COOLPULSE Technology. The electrode has suction capabilities
which enhance the efficiency of the electrode and extend the utility
of the system by assisting in the removal of bubbles and debris
created during activation within the operating site.

TRIPOLAR™ is DePuy Synthes Mitek’s icnninology that
describes a bipolar radiofrequency device with three electrodes in



3MEKTPOAAMM HA HaKOHEYHMKe 30HAA: OfHMM aKTVBHbIM W ABYMSA 00paTHbIMA.
JaHHas KOHCTPYKUMSt M03BO/WIA OMTUMMUBMPOBATb aCreKTHOe OTHOLLIEHME
MeXay aKTVBHbIM 1 00paTHbLIM MyTeM FeOMETPUM HAaKOHEUHUKA OTAESbHO /15
30pheKTUBHOCTI abnsaLmm 1 koarynsuym. C pabodeld YacTbio Ha KoHUe: VAPR
TRIPOLAR. acrivpaumoHHbIA, nog yrriom 90°, cO BCTPOEHHOM PYKOATKOA W
PY4YHbIM YrpaB/ieHieM MOMOraeT ONTYMM3MPOBATL 3(PEKTUBHOCTbL KaK abnsumn,
TaK 1 Koarynsumm nocpescTBOM He3aBMCUMOTO YMEHbLLIEHUS BO3BPArHOro MyTu
B pexkume abrsaumm (ABLATE) 1 yBe/MUeHUSt BO3BPATHOMO MyTW B PeXXVMe
koarynaum (COAG). Ha pucyHKe 4 HWKe TMOKasaHO 3/IEKTPUYECKOE TOJie,
KOTOPOe BO3HWKAET B pPeXxuMe abnsaumm (OkenTble CTPENIOYKN) WM Koaryrisuym
(CMHVe CTPenoyKK). AKTYBHBIA HaKOHEUHVK (Mo yriiom 90°, ¢ paboyeit YacTbo
COOKY) MMeeT oBa/IbHYHO hopMy 3.9 MM X 2,7 MM C TpeMs acnvpaLyoHHbIMK
oTBepcTUsMK. Pabodas fnivHa CTepkHsA avrameTpom 4,00 Mv cocTaBnsieT 155 M.
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the probe tip, one active electrode and two return electrodes. This
configuration has allowed the aspect ratios between the active and
return paths of the tip geometry to be optimized independently for
ablation and coagulation performance. With a working part at the
end: VAPR TriPolar 90 Suction Electrode with Integrated
Handpiece and Hand Controls optimizes both ablation and
coagulation performance by independently decreasing the
“ABLATE" retum distance and increasing the “COAG” retum
distance. Figure 4 below depicts the electric field occurring during
the ablate mode (yellow arrows) and the coagulate mode (blue
arrows). The active tip (90° side-facing tip; tungsten) has an oval
shape 0f 3.9 mm x 2.7 mm with three suction holes. The working
length of the 4.00 mm diameter shaft is 155 mm,




Active
electrode/akTus

HbIA 3NeKTpos
Dedicated

ablation return
‘electrode/
AGNALNOHHBI
6paTHbIii
3NeKTPOA

\
Dedicated
coagulation
return electrode/
KoarynsiumoHHbii
06paTHbIi
3N1eKTPOA

PucyHok 1 HakoHeuHuK anekTpoga VAPR TRLPOLAR, acnvpalioHHoro, nog yriiom 90°. co BCTPOEHHON PyKOSITKOWM /
Figure 1. 'Tp of With a working pari at the end: VAPR TriPolar 90 Suction Electrode with Integrated Handpiece and Hand Controls

Y oeKTpoga TpU  Mapbl  KHOMOK;  BCTPOEHHOE PYYHOe  YrpaBrieHve
OCYLLECTB/ISIETCA  MOCPEACTBOM KHOMOK Ha PYKOATKe (PUCYHOK 2). TaK Kak
HEKOTOPbIE XVPYPrv MPeAnoYnTaroT YAEPKUBATb MHCIPYMEHT Kak KapaHzalll, a
Jpy| M ynobHee yaepkmBaTb ero ceepXy (3plOHOMMYHAA KOHCTPYKUMS) W
C60Ky. C MOMOLLIbH 3TUX KHOMOK BbIMO/HSETCA YpaB/eHme abnsumein (>keras
KHOMKA) W Koarynsuyelri (CYHSISi KHOMKA); aHa/lorMyHbIM - 06pasoM  3TUMIN
(OYHKLWSL.MA MOXKHO YIPaB/1siTb C MOMOLLIBHO Mefasiell Ha HOXKHOM MepeKsiioqaTese
(noctaensietca ¢ cuctemorr VAPR 0151 NpoBedeHUs]  apTPOCKOMUYECKIMX
BMELLATE/NLCTB). Y KaKIOW Mapbl KHOMOK OfHa WM Ta e (yHKums. Ecm
O[HOBPEMEHHO 6Y[eT HaXKaTO HECKO/IbKO KHOMOK, reHepatop Mo YMO/TYaHuo
nepenger B pexM Koarynsuyn He3aByCMMO OT TOMO, Kakyt) KHOMKY Haxasm
MepBOiA. 3TO AeMaeTcs ¢ Le/blo 06ecriedeHnst 6e30MacHOCTM, Tak Kak B peXxmve
Koarynaumn NpYMEHSIETCA MUHUMaIbHAA MOLLIHOCTb.
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The electrode has three pairs of two buttons integrated handcontrol
capabilities via buttons mounted on the handle (Figure 2) as some
surgeons prefer a pencil grip while others may prefer an
overhand/power grip or a lateral grip. These buttons control
ablation (yellow button) and coagulation (blue button) functions,
the same as the yellow and blue pedals on the footswitch (which
is supplied with VAPR system for arthroscopic interventions).
Each pair of buttons offers the same functionality. If multiple
buttons are inadvertently activated at once the generator defaults
to the coagulation function regardless of which button is depressed
first. This is a safely feature as coagulation has the lowest power
modke.



A6naups / Koarynsauus / KOHTPONb NoToka / {YPI'N = OTKPbhirO
Ablation Coagulation Flow control CLOSED = 3AKPbLITO

PucyHoK 2. PyuHoe ynpasreHue anekipona VAPR TRIPOLAR, acnvpauyoHHoro, rnog yrsiom 90°. co BCTPOEHHOM PYKOSITKONM /
Figure 2. Handconlrol of With a working part at the end: VAPR TriPoiar 90 Suction Electrode with Integrated Handpiece and Hand Controls

C paboueit YacTbto Ha KoHLe: VAPR TRIPOLAR. acrvpauyon!Hnia, nog  With a working part at the end: VAPR TriPoiar 90 Suction Electrode with
yrriom 90°, cO BCTPOEHHOM PYKOSITKOM 1 pyuHbIM yripaeneHvem uveeT  Inlegraled Handpiece and Hand Controls features a Flow Control
(hyHKLIMIO KOHTPO/IS1 MOTOKA, KOoTopast MoBbILLIAET ero agdheKTMBHOCTL 1 mechanism which enhances the efficiency of the electrode and assists in
CrocoBCTBYET yAa/IeHMIO My3bIPbKOB M OCTATKOB TKaHel, nosisvBLLMxcs  the removal of bubbles and debris created during activation within the
B pesynbTare paboTbl B MeCTe XMPYPTUYECKOro BMeLLaTesibcTBa.  operating site. The Flow Control replaces the clamp found on other suction
KOHTPO/b MOTOKA 3aMEHSIET 3aXKVM, KOTOPbIA Mcronb3yeTcest ¢ apyrmm — electrodes and offers improved ease of use. The design includes the ability
acnMpaLVoHHbIMA  3MIeKTpodaMK, 1 0becreumBaeT  MoBblleHHoe to vary flow rate to allow the surgeon to adjust depending on particular
yA0BCTBO  MCMOMb30BaHMS.  KOLLTPYKUMS  Mo3BO/IsieT  yrpaensAts  procedural requirements. The fiow rate is varied using a slider control
CKOPOCTLIO MOTOKa, Onarogaps  4YeMy Xvpypr MOXeT Bblopatb located towards the distal end of the new ergonomic handle (Figure 2).
OMTUMA;lbHbE HacTPOMKM B 3aBUCMMOCTM OT npoueaypbl. KoHTporb  which also includes the revised button configuration to improve the case of
MOTOKAa OCYLLECTB/ISIETCA C MOMOLLBHO MOM3yHKa, pacnosioxkeHHoro — use of the ablation and coaiiulation functions.

6/Ke KANCTasIbHOMY KOHLLY HOBO 3proHOMUYHOM PYKOSITKU (PUCYHOK

2). Ha KOTOPOA TaKKe pPacriofioXKeHbl KHOMKA  OGHOB/IEHHOW

KOH(ULYypaLn.  yrpoLLAIOLLEA  MCMOMb30BaHMe (yHKUMIA abnsauym w

Koary/isiLyn.
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CrepeHb anekTpoga / PykosaTtka/

Electrode Shaft Handle
Pa6ounin
HaKOHEYHUK/ KHOMKKM py4HOro yrnpae/neHns
Working Tip / Uand control buttons

Kabenb /
Cable

L

AcnupaumoHHas Tpyoka

" Suction tube o
KOHTaKTHbIN

paibeM/
Connector

PucyHok 3. CxematnuHoe n3obpaxeHue anektpoga VAPR TRIPOLAR, acnvpaumoTioro, nog yrsiom 90°. co BCTPOEHHOM PYKOATKOM /
Figure 3. Scheme of With a working part at the end: VAPR TriPolar 90 Suction E ectrode with Integrated Handpiece and Hand Controls

5.NMOKA3AHNA N NMPOTUMBOIMNOKA3AHNA K NMPMEHEHINEO M N
BO3MO>KXHbBIE NMOBOYHbLIE 9PPEKTbI
5.1. lNoka3aHuA

AneKTpoA ofHopasoBbIii K cucTeMe VAPR 41 NpoBefeHUst aprpOCKOMUYECKUX
BMELLIATE/NLCTB  MpefHasHadeH 1 pe3eKumn, abnsumm U OTCEYEHUST MSrKUX
TKaHel, remMoctasa KPOBEHOCHbIX COCYAOB W KOary/isaun Msrkvx TKaHeld y
NAaLMEHTOB, HY)XXIAIOLLWIXCA B apTPOCKOMUYECKOM XMPYPrin,

5.2.NpoTrBONOKa3aHnsA
AneKTpog, oaHopasoBbii K cucTeMe VAPR A/19 MpoBeaeHMs aprpoCKOMMYECKUX
BMELLIATE/NLCTB MPOTVBOMNOKa3aH:
*  BC/y4ae MMoObIX HC apTPOCKOMYECKUX XUPYPrMYeCKUX NpoLeayp:
* Y MaUVEHTOB C KapavOCTUMYNIATOPaMU WA JPYTUMA  37IEKTPOHHBLIMU
VMIiaHTaTamu,
* Yy MauMeHToB, KOTOpPbIM O /1000 MpUYMHE  MPOTVBOMOKa3aHbI
aPTPOCKOMNMYECKIC MPOLIEAYyPbI XMPYPryyecKue BMeLLIATELCTBA.
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5.INICAT10NS AND CONTRAINDICATIONS FOR MD
USE AND POSSIBLE ADVERSE EFFECTS
5.1. Indications

Single use electrode for VAPR system lor arthroscopic
interventions are intended for resection, ablation and excision of
soft tissue, hemostasis of blood vessels and coagulation of soft
tissue in patients requiring arthroscopic surgery.
5.2.Contraindications

Single use electrodes for VAPR system for arthroscopic
interventions are contraindicated in:

 any non-arthroscopic surgical procedure;

» patients with heart pacemakers or other electronic device
implants;

e patients for whom arthroscopic procedures are
contraindicated for any reason.




5.3.IM0604HbIe 3heKTbI

Bce noGoYHble spdekTsl OTHOCATCA k W3LE/MKO MCMO/Ib3yeMOMY COBMECTHO C
VAPR pma

AMIEKTPOJaMM  OfIHOPA30BbIMM
apPTPOCKOMMUECKMX BMELLIATE/LCTB.

K CUCTEME

5.3.Advcrse effects

NpoBeaeHs
intenentions

6. TEXHNYECKUME XAPAKTEPUNCTUKW MW /6. TECHNICAL CHARACTERISTICS OF MD

VicnonbayiiTte gonyck 5% a1a BCeX 3HAUEHIA, eC/IN He YKa3aHO VHOe.
Use 5% tolerance for all values unless otherwise noted.

Tab6nuua !./Table .

Hapy>kHblli
anameTtp

HanmeHoBsivHe / .Name Ho)Bpar1101o

anekTpogal/
Return Electrode
oD

C paboueii yacTbto Ha

KoHLe: VAPR

TRIPOLAR.

acn pauyoHHbIA, Noa

yrnom 90°, co

BCTPOEHHOI PYKOSITKOR ©

PYYHbIM ynpaseHvem / 4.00+0,05 MM

With a working part at the
end: VAPR TriPolar 90
Suction Electrode w'ith
Integrated Handpiece and
Hand Controls

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

BblicoTa
paboyero
HaKOHeYHMKa
anekTpoga /
Distal Straight
Height

9j2:10.05 MM

Ahbhek'rmBmas .LTMHA paboyeli Yaerm

Hapy>xHblin )
anekTpoga (coctouT in paboyeto
anameTp
. HaKOHEYHMKa, BOLUPATHOrO0 3/1eKTpoja
C'LCPXUH
M CTepXXHSA anekTpoga) / Electrode
aneKT poga / . . .
working part (consists of a Working
Electrode Tip, Return Electrode and a Shaft)
Shaft OD P ;
working length
4:30i0,05 150+0.2 MM
MM -

OnnHa
acnuUpanHOHHOMA

Tpybkm / Suction

Tube working
length

392+3 MM

Al adverse effects are related to the product used in conjunction
with single use electrodes for VAPR system for arthroscopic

OnnHa
PYKOATKMN /
Handle
working length

180,8r0.1 MM



Tabnuua 2. /Table 2.

3afiaHHasA no
3 dopma OuameTtp
yMUA4aLuno o
pa6ouero COBMECTMMOIA Cuvna BcacbIBaHuWs
MaumcHoBMHUC/  TemnepaTypa / Ny Pacxop thr3nonornyeckoro pacteopa B acnMpanHOHHOH
HaKOHeYHMnKa/ KauosH / acnupaumoHHoin Tpyoku / . .
Name Default Set . . . Tpy6ke / Suction Tube saline flow rate
Fer Working 'Mp Cannula Suction Tube suction force
P shape diametr
C paboyeii YacTbio
Ha KoHUe; VAPR
TRIPOLAR. Pacxop, h131M0/10rMyeckoro pacTeopa npy NoHOCTbIO
acnMpaLyoHHbI, OTKPbITOM MOTOKOBOM KJlaraHe A0/KeH cocTaBnsATs oT 300
nog yrnom 90 co w1/ MyH go 600 M/ MuH (Mpy gaenernn 700 .vv pT.)
BCTPOEHHOIA Cw/ia acrmpaLym 3aBUCUAT
PYKOSATKOM OT OCHOBHOFO
HbIM
pzq aB/eHVEM | N/A Mop yrnom O™/ MuH. 5,5 mm / o6opypoBaHIs Pacxof, (i1310I0rMUECKOro PacTBopa Mpu MOJIHOCTLIO
yip 90° Min. 5.5min . 3aKPbITOM MOTOKOBOM KJlaraHe JO/HKEH COCTaB/ATh He
The suction power depends
With a working part on the VAPR system 6osnee 20 mn/ MuH (Npy AasnieHnn 700 Mm PT.)

at the end: VAPR
TriPolar 90 Suction
Electrode with
Integrated
Handpiece and
Hand Controls

Saline flow rate with flow control in maximum position to
be between 300 ml.min * (min.) and 600 ml.min *
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Ta6nuuya 3./Table 3.

MakcumasibHas MOLLHOCTL B

MOLLHOCTb B peXxume MakcrManbHas MOLWHOCTb B
HanmenoBaHHe/ MoLLHOCTb B pexuMe abnsaumm rno , . pexxume Koarynauum /
Koarn'isumn no ymonyaxmio / pexxume abnaumm / Maximum .
Mare ymonyanuto / Default ablate power Maximum Default coagulate
Default coagulate power Default ablate power

power

C pa6oueil YacTblo Ha
KoHue VAPR
TRITOLAR,
acT@avmHOHHBIA. non
yrnom 90°, co
BCTPOEHHOW PYKOATKOI

K pyHHeIm 220 Bt/4 Bt (PacwunpeHHblii

ynpasnenuem / 100 BT1/4 BT 380 BT/LLWBT 160BT/6BT
pex1lM*'CTaHNapTHbINA)

With aworking part at
the end: VAPR
TriPolar 90 Suction
Electrode with
Integrated Handpiece

and Hand Controls
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7. NTHPOPMALINA O JIEKAPCTBEHHbIX MPEMAPATAX LN (W) 7. INFORMATION ABOUT MEDICINES AND (OR)

SGAPMALIEBTUHECKUMX CYBECTAHLUMNAX B COCTABE M PHARMACEUTICAL SUBSTANCES INCLUDED IN M)

HM.  3genve He  COepXUT  JleKapCTBeHHbIX  MperiapatoB M (ww)  Not applicable. Devices do not interact with medicinal and / or

(hapMaLIEBTUYHECKMX CYOCTaHLWIA. pharmaceutical substances.

8. MEPEYEHb MATEPWVAJIOB XXBOTHOIO U (U1N) 8.LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN

YEJTOBEYUECKOI'O MPOVNCXOXOEHNA ORIGIN

HM. V3genvie He COOepXUT .MaTepriarioB YKMBOTHOIO U (U;rv) denoBedeckoro Not applicable. This device does not contain materials of animal
MPOUCXOXKAEHWS. and / or human origin.

9. MHOPOPMALIA O MPOLIECCE NMPOEKTUPOBAHIA, 9. INFORMATION ABOUT DESIGNING, ENGINEERING,

PA3PABEOTKE V1 BAIMOALIN MPOIPAMMHOIO OBECIMEYEHUA, AND VALIDATION OF SOFTWARE USED IN MD
NCMNOJIb3YEMOI'O B M
HenprimeHvvo. Not applicable.

10. TPEBOBAHNA BE3OINACHOCT N 3PPEKTBHOCTU MU 10. MD SAFETY AND EFFECTIVENESS
REQUIREMENTS

C paboyein yacTbio Ha KoHLUe: VAPR TRIPOLAR, acnupauynoHHbIiA, nog, With a working part at the end: VAPRTTriPolar 90 Suction

yrnom 90°, co BCTPOEHHON PYKOSITKON M PYYHbIM YrpaBieHHe.M Electrode with Integrated Handpiece and Hand Controls
Mpey NpexaeH s Warnings

*  OrepHP>TOLLMIA - XVPYPr  [O/DKEH XOPOLUO BraAeTb apTpockonunueckumin ¢ The operator should be experienced in arthroscopic surgical
XVPYPrAYECKUMA TEXHUKAMMN. techniques.

e CM. pyKOBOACTBO MO 3KCrUlyaTaLyn, B KOTOPOM MpvBedeHbI nowaroBbe ¢ Please refer to the user manual for step-by-step instructions
VHCTPYKLMM M0 CO0PKe 1 HaYarbHoM npoBepke ccTeMbl VAPR ana nposeaeHnst — regarding the assembly and initial system check of the VAPR VUE
aprpoCKONMUYECKNX BVELLIATENLCTB. system.

e Kak 1 Bcn\ae co BceM a/IeKTPOXMPYPrmdecKuMn nsaensivi, 3anpettigetcs ¢ As with ail electrosurgical de\ ices, do not use in the presence of
MCronb3oBaTb M3AeNe B MPUCYTCTBAM  BOCMTAMEHSIIOLLMXCST  aHecTeTUKoB, llammable anesthetics, oxidizing gases or other flammable
OKVCMSOLLMX ~ Fa30B WM [pyrx  roproumMx — BewecTB.  MOCKOsbKy — substances, as an electrosurgical device has the potential for
ANEK3POXMPYPIrNHECKOe U3AEe/INE MOXET SIBMSTLCS UCTOUHUKOM BO3rOpaHus. providing a source of ignition.
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* C OCTOPOXHOCTbHO BBOAMITE W WM3B/EKalire 3/MeKTpodbl, YT0Obl WUCKIOHYUTL
BO3MOXHbIe TMOBPEXIEHVA W3LeNMA WWIM HaHeCeHWe Bpefa HaLWeHT/1 Wi
XVPYPryecKoMy repcoHasty.

* Y[0CTOBEPbTECH, YTO MPUTOK U OTTOK >KUAKOE! N HaxoauTca Ha [O/HKHOM
YPOBHE W 3/1EKTPOL aKTVBUPYETCA TOMbKO B MPUCYTCTBAM TOKOMPOBOASALLIErO
OpOLLIaOLLIEr0 pacTBopa (Harpumvep, pacTeopa X/opyga Hatpus wii PyHrepa-
naktara). [NpyMeHeHVe pagvio4acTOTHOM SHEPrN C HEMOAXOAALLMM PacTBOPOM
[/191 OPOLLCPLL MOXET MPUBECTU K MEPerpeBy >XMAKOCTU C MOC/eANTOLLMMM
OXOraMn KO/ B TOUKE A0CTYNa WM PSLOM C Held. a Takoke MOXKET MPUBECTU K
[LBpEXXAENNO HAKOHEYHMKA 3/1EKTPO/A.

* 3anpeLUgeTca Haaoro 1 6e3 HaoobHOCTU OCTaB/SATb 30H/ BK/KOYEHHBIM, TaK
KaK OpoLLaloLLipst  >KUMAOKOCTb  MeperpeBaeTcsd, WM 3T0  MOXET BbBBaTb
HernpeaHaMepeHHOe MOBPEXAEHME TKaHel. AKTMBaLMA 30HZA B peXuMe
MaKCUMa/TbHOM MOLLHOCTY B TeYeHWe [/INTENbHOMO Meprofa BPeMeHN BO Bpewvst
HaCTPOMKN H3KOI0 Pacxoga OPOLLIAFOLLIEN XWAKOCTM C MOMOLLHO KOHTPO/ILHOIO
KraraHa MOXKET MPUBECTU K HarpeBaHMO CTEPXHSA W acrnpaLoHHbIX TPY6OoK A0
58 °C. lMe poTparvBaiiTeCb [0 HAKOHEUHVIKA 3/1EKTPOAA, HaxoasLL'ocst nog,
HarpskeHVeM.

* [py NpOBefEHNN 3MIEKTPOXMPYPIrMYECKOA MPOLEeaYPbl MaUyEHT He [O/DKeH
UMETb MPAMOr0 KOHTaKTa C 3a3eM/IEHHbIMA  MET/VIMHECKUMN  OOBEKTaMN.
Cryal/ILLLA KoHTaKT C naupieHToMm, Korga cucTema VAPR /i MpoBeeHVist
aPTPOCKOMUYECKUX BMELLATE/TCTB HAXOOAUTCA B JEACTBUKW, MOXET MPMBECTU K
OXoram.

» CobntoganTe KpaliHIoH OCTOPOXK!HOCTb npw CrO/b30BaHNM
AMEKTPOXVPYPIrUYECKNX MBLE/NIA B HEMOCPEACTBEHHOM 6/IM30CT W B MPSIMOM
KOHTaKTe C J100bIMU MerayyIHYeCKUMA npeaMeTamn. BonbLUMHCTBO apTPOCKOroB
N apPTPOCKOMNYECKMX MHCTPYMEHTOB-METa/I/INYECKME. 3anpeLLaeTcs MpuBoIUTbL
3NeKTPoS, B paboyee COCTOSIHME, MOKA Kakas-/Mbo YaCTb CHO  HAKOHEUHVIKA
HaXOOUTCA B KOHTaKTe C METa/VIMYECK/MM OObEKTaMM WM MHCTPYMEHTaMM.
HapyLLieHVie 3TOro MpPesoCTEPEIKEHNS MOXET MPUBECTU K HernpeaHamMepeHHOMY
HaHECEHVIO TpaBM MaleHTy' WM XMPYPryuyecKoMmy MepcoHasly  WwiH
MOBPEXAEHNIO 3IEKTPOAA WM IPYroro 060pya0BaHuA.
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 Carefully insert and withdraw electrodes to avoid possible
damage to the device and/or injury to the patient or surgical
personnel.

* Ejisure that fluid intlow and outflow is adequate and that the
electrode is activated only when surrounded by conductive irrigant
solution (e.g., saline or Ringer's Lactate). The use of RF energy
with inadequate irrigation may overheat the fluid enough to cause
skin bums at or near the access site and may result in damage to
the electrode lip assembly.

* Do not activate the probe for unnecessary and prolonged periods
as irrigant overheating and tissue damage may result. Prolonged
probe activation at maximum power while adjusting irrigant flow
via the flow control valve to a low flow rale may cause the shaft
and suction tubing to reach temperatures of up to 58°C. Do not
touch the electrode tip when power is being applied.

« During an eiectrosurgical procedure, the patient should not be
allowed to come into direct contact with grounded metal objects.
Inadvertent contact with the patient when the VAPR system is
activated may result in burrs.

« Observe extreme caution when using elecirosurgely' in close
proximity to. or in direct contact with, any metal objects. The
majority of arthroscopes and arthroscopic instruments are metal.
Do not activate the electrode while any porlion of the electrode tip
is in contact with metal objects or instruments. Doing so may result
in unintended injury to the patient or surgical personnel and/or
damage to the electrode and/or other equipment.

» Avoid unnecessary and prolonged activation of the electrode
during and between tissue applications. Failure to do so may result
in unintended injury.

- Do not reuse any accessories labeled as SINGLE USE. These
products are for single-use only and have not been designed to be
re-used/re-sterilized. Reprocessing may lead to changes in
material characteristics such as metallic corrosion and dulled



e HeHy)kHOE WM C/MLLKOM [O0/TOE HaxOXAeHVe aMeKTpoda B paboyem
COCTOSAHUM BO BpeMs N MeXXay MPUMEHEHMEM HAa TKaHAX MOXKET MPUBECTU K
HenpeaHaMepPeHHbLIM TpaBMa.

 3anpeLgeTcs 1cronb3oBaTb NoBopEHO m3genmst ¢ nometkoii SINGLE USE
@ OOHOPA30OBOIO  LCIIOMTIb3OBAHNA). [daHHble  v3genvs
npeHasHaYveHb! TOMbKO /15 04HOPAa30BOr0 MCMOMb30BaHUA U He paspaboTaHbl
/11 MOBTOPHOIO  WUCrO/Mb30BaHUS/MOBTOPHOH — CTepumsaumn.  [oBTopHOe
MCMO/Mb30BaHNE MOXKET MOB/EYb M3MEHEHWE XapPaKTEPUCTUK MaTepuiasia, TakuX
KaK KOppo3us MeTa/via M 3aTyrnsieHve Kpaes, fehopMauyii WM pacc/ioeHuo
KepaMMYECKUX W TVIaCTUIKOBbIX YacTell, UYTO MOXKET TMOBWSATb Ha 0O6LLYyH
MPOYHOCTb M3AENUA U YXYALLUTL 3KCIU/TyaTalMOHHbIE XapaKTEPUCTUKA U3AeNUS.
MoBTOPHOE WCMO/b30BaHME OHOPA30BbIX M3AE/NIA TakKe MOXET MPUBECTU K
MepPeKPECTHOMY 3arpsi3HEHUIO C MOC/IEAYHOLLMM  MH(MUMPOBaHMEM MaLyieHTa.
JT prcku B/SIKOT Ha 6e30MacHOCTb MaLyieHTa.

* [loBTOpHasA CTepwmsauMsa B aBTOKMaBe MOXET MPMBECTU K KOPOTKUM
3aMbIKaHUSIM B O/I0KE  Py4yHOro  ynpaBfieHWsi, 4YT0  MpvBeaeT K
HenpeaHaMepeHHOMY  BK/IKOUEHUMKO  37eKTPoda B TOT momchi. KOMOA ci'O
MOAKMKOYAOT K reHepaTopy.

e |/I3GeraiiTe  MPUKOCHOBEHMS K  AUCT&/IlbHOMY  KOHLY — MHCTPYMeHTa
(KepaMnyeckoMy  M30/IITOPY WM META/VIMHECKOMY  aKTUBHOMY — Y4acTKYy)
ManbUaMA WM UHCTPYMEHTaMU.

* HenpefHamepeHHas akTuBauma WIA [BUMXEHME aKTUBHOIO 3/eKTposa
ogHopazoBoro K cucteme VAPR pgna  nposeaeHuss  apTPOCKOMMUYCCKMX
BMewlarensCEB 3a npegenamu reons 3pcEEMA MOXET MpuBECTM k TpaBmaM vy
naumeHTa n nospexaeHnam EEakoHeuHMKa anekTpoja.

*  VclEo;Eb3ys aprpoCKONUYCCKUIA KOHTPOb, Y6eANTECh, YTO 31EKTPOS BO BPEMS
aKTUBaLMMN noneeoctbio NOE'PY>XeH B EEPOBOASLLIHIA MPPUraLMOHHbIA  pacTBop.
HeBbinonHeHne nonHoro noEpyteEE B wvppuEaUMoEEHbIA pacTBOp MOXeET
EEprBecT K MoBpeXxAeHNI0 HAKOHEYHNKA 3N1eKTpoaa.

» B xoge paboTbl u3berainte ckonneHus EEy3bpbkOB B CYCTaBHOM LN,
CKonneHne nys3bIpbKOB BOKPYr 3/M1eKTPOAa CHUXAeT Npou3BOAUTENbLIEOCTL K
MOXET MPUBECTU K Neperpesy, CNoco6HOMY noBpeanTb EEpn.Eexalye TkaHn nnm
HaKOHEUYHWK 3N1eKTPoja.
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edges, ceramic and plastic deformation or splitting which may
impact the strength of the device and compromise device
performance. Reprocessing of single use devices can also cause
cross-contamination leading to patient infection, fhese risks may
potentially affect patient safely.

* Re-sterilization by autoclave may cause hand coHilrol shorts
resulting in inadvertent activation when the electrode is connected
to the generator.

* Avoid touching the distal tip of the instrument (ceramic insulator
or metal active component) with fingers or instruments.

* Inadvertent activation or movement of an active VAPR electrode
outside the field of vision may result in patient injur\' and damage
to the electrode tip assembly.

» Using arthroscopic guidance, ensure that the electrode is
completely surrounded by conductive irrigant solution during use.
Failure to do so may result in electrode tip damage.

 Avoid bubble accumulation in the joint space during use. The
accumulation of bubbles around the electrode diminishes
performance and may pi‘oduce overheating sufBcient to damage
adjacent structures or the electrode lip assembly.

» Do not wrap handpiece, foolswitch or generator power cables
around metal objects. Wrrapping cables around metal objects may
induce currents that could lead to electric shock, fire or injui'y to
patient and/or surgical personnel.

* Operating the electrode at minimal suction rate or failure to
attach the suction tubing to an adequate suction source may cause
thermal injury to the physician or patient.

» Electrodes will wear from normal use. dependent on factors such
as length of use. high tissue removal rate, prolonged use against
bony surfaces, prolonged use in saline, high power settings, and
use with minimal suction or fluid management. Periodically as.sess
electrode tip for wear and proper operation. Replace the electrode
if excessive wear is noted.



* He HamatbiBaiiTe Kabe/M 3MIeKTPONUTaHNS PYKOSITKY, HOXHOM nefasii win
reHepaTopa BOKPYI MET/UIMYECKVX MpeameToB. [Mpn HavaTbiBaHAN Kabereid Ha
MET/UIMYECKVE TMPELMETbI MOryT BO3HWKATL TOKW, CrOCOOHbIE MPUBECTU K
MOPaKEHUIO 3/IEKTPUYECKM TOKOM, MOXKapy, MPUYMHEHWIO BPeda MauyeHTy
W XVpPYpPrmyecKoMy repcoHasty.

* OKCIVlyatauyst 3MeKTpoaa Mpy HYASKOM YPOBHE acrivpauym Win oLLmoKa npu
MOLK/HOYEHUM  aCTMPALMOHHOA  TPYOKM K acniypauMoHHON  YCTaHOBKe
COOTBETCTBYHIOLLIEA MOLLHOCTU MOXET MPMBECTM K OXOram rnauyveHTta win
OMEPVIPYIOLLIEr0 Xvpypra.

e [pn HOpMa/IbHBIX YCMIOBUAX SKCIUTyaTauym 3MeKTpodbl M3HALLMBAKOTCA B
3aBMCUMOCTU OT Pa3/IMuHbIX (PaKTOPOB, TaKMX KaK MPOLO/DKUTE/TbHOCTD
UCMO/Mb30BaHVS, BbICOKAA CKOPOCTb YAa/IeHUst TKaHe, MpPOJO/DKUTENIbHOE
NMPUMEHEHWE HA KOCTHbIX MOBEPXHOCTSAX, MPOAO/DKATENIBHOE MPUMEHEHVE B
COMEBOM  PacTBope, MPUMeHeHWe HAaCTPOeK MOBbILLEHHOA MOLLHOCTM 1
Cro/b30BaHVE MPY MUHMMTBHOM acrivpaLmM Wi Masioil CKOpPOCTU Mofaqm
XuaKocTei. Meprognyecky HeobXoAMMO MPOM3BOAUTL OLIEHKY HaKOHeUMKa
ANeKTPoda Ha MpeaMeT M3HOCA W Hag/iexallen pabotbl B criydae cwibHOro
M3HOCA 3/1EKTPOA, CIeAyeT 3aMEHUTD.

* [logkmounTe acnmpaLyoHHbIA afanTep K CTaHLapTHOMY 060PYLOBAHWIO,
NMeroLLEMYCS B 60/1bHMLE. [poBepbTe, UTOObI pasperkeHme coctasnssio ot 300
[0 700 Mm.pT.CT.

* B pesynbTare afieKTPOXMPYPrmyecKnX MaHUMysLUmiA BOSMOXKHO MOPadKeHvie
OKPY>KatOLLMX TKaHeli BCieACTBIME SATPOreHHOM TpaBMbl.

. [orbI rka COrHyTb AMIEKTPOAbLI MOXET MPUBECTU K MOSIOMKE 3/1eKrpoa
WM YXYLLLIEHWIO €r0 SKCIUTyaTaUyOHHbIX XapaKTepUCTUK,
Mepbl NpPefoCTOPOXKHOCTH

* [lepes nepsbIM NMpUVEHeHVE.M Y6eaUTECh, YTO BCE COAEPKUMOE UHCTPYKLUMN
Mo MPVYMEHEHMIO, BK/KOYaA Mepbl MPefOCTOPOXKHOCTY, MPELOCTEPEXEHUA U
YKa3aHUs M0  MCMOMb30BaHUKO MpoYUTaHbl UM MOHATHBLL  BesonacHocTb  r
3(pheKTUBHOCTL  MPOBEAEHNSA  A/IEKTPOXVPYPIMYECKOA  OMepaLnv  3aBUCUT  He
TOMbKO OT W3AENMS, HO M OT (PAaKTOPOB, KOTOPble KOHTPO/MPYET Mo/b30BaTe b
(cM. pyKOBOACTBO [0 3KCTUTyaTaLym).
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e AUach the suction adapter to standard hospital suction
equipment. Ensure that the vacuum is in the range of 300 mmHg
to 700 mmllg.

» Damage to surrounding tissue through iatrogenic injury could
occur, as an effect of electrosurgery.

* Attempts to bend electrodes can result in electrode fracture or
degradation of electrode perfomiance.

Precautions

* Prior to initial use, ensure that all package inserts including
warnings, cautions, and Instructions for Use are read and
understood. Safe and effective electrosurgery is dependent not
only on equipment design but also on factors under the control of
the user (refer to the user manual).



* byabTe BHMMaATe/bHbl, KOrja B PY4YHOM peXuMe W3MeHseTe HacTPOMNKu
CNCTEMbI, YCTAHOBMEHHble N0 YMOAYaHWK. WMcnonb3yiiTe MUHUMaNbHbIE
HacTPOMKM U MUHUMaNbHOE BPEMSA KOHTAKTa C TKaHAMW, HeobXxoguMble ANA
LOCTV)KEHNA AOMMKHOINO XMpPyp|'Myeckoro agpgekra.

e EcCnn akTUBHbLIA 3MeKTPO4 HC WUCMNONb3yeTcsd, pa3.MelaiNTe ero Ha YUCTOW,
CYXOW, He TOKOMPOBOAALLEA M XOPOLWO BWAUMOWA MOBEPXHOCTU, HEe MMerOL el
KOHTaKTa C nauueHToM. HenpeaHamepenEHas akTWBaLus B C/iyyae KOHTaKTa C
naynMeHToOM MOXeT NPUBECTU K 0XOram.
e W3nnwHee nNpunoxeHue Ccunbl
EEakoHeyHVKa 3nekTpopaa.

. HeBO3MOXHOCTb MOAAEPXKAHUA acnMpaLuM Ha PEKOMEHAYEMOM YpOBHE
MOXEeT MPUBECTU K BbIXOAY M3[enus 13 cTpos.

11. TPEBOBAHNA K TEXHNYECKOMY OBCJ/1Y>XNBAHUNIO N
PEMOHTY MU

1lenpriveHnvO.

12. ONMNCAHVE METOLA CTEPUJTN3ALIN

3nekTpog ogHopasosblii kK cucteme VAPR ans nposefeHnsa apTpocKonmueckux
BMmewaTenbe3s, EEOcTaBnsetca Clepunbw>1m 1 ogEEOpasoBbiM Ans ogEEOKparHoro
NCEEOnb3oBaEEMA. Anektpogbl VAPR ctepunusyiotcs ravma-ElsnyucEEVICM o
ypoBHA FE'apaHTuposaEEEEON cTepunbHoctn 10N ¢ ucEEOnb3oBaEBMEM METOAMKM
M36bLITOYHON CcTepunnsanuu ¢ npuBnevyeHnem KoMEEaEXxii-nogpagumkos no

EEpOBCOEH/EO cTepunnsakEwm.

MOXET npuBecTun K noBpeXxpageHunw

13. MEPEYEHb 1 OINMMCAHVE MATEPUAJIOB M

C paboueii 4acTbtO Ha KOHLIE;
VAPR TRIPOLAR,
acnupayyvoHHbIRA, Nog yraom
90®, CO BCTPOEHHOA

1 ABC MAGNUM 8434 («CTUPOH JUIC» (STYRON
1.LC))
MACTEPEATY — CEPbI «K/JAPUAHT» (CLARIANT)
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* Use caution whel overriding the default power .settings. Use the
lowest power setting and the ininimum tissue contact time
necessary to achieve the appropriate surgical effect.

* When not in use. place the active electrode in a clean, dry,
nonconductive. and highly visible area not in contact with the
patieEit. Inadvertent activation while in contact with the patient
may result in burms.

* Excessive force may damage the electrode lip assembly.

» Failure to maintain the recomETEcNded suction may result in
device failure.

11. REQUIREMENTS FOR TECHNICAL SUPPORT AND
REPAIR OF MD

Not applicable.

12. DESCRIPTION OF STERILIZATION METHOD

The electrode used in the VAPR system are provided sterile and
are disposable for single use. The VAPR Electrodes are sterilized
by ggHiETia radiation to an SAL level of 10/ using the overkill
method by contract sterilization companies.

13. LIST AND DESCRIPTION OF MD MATERIALS

With aworkingpart 1 AI3S MAGNUM 8434 (STYRON LLC)
at the end: VAPR MASTERBATCH - GREY CLARIANT
TriPolar 90 Suction 22572 DOSED AT 2%

Electrode with COLOI’'R - PAN'IONE COOL GREY 2U



PYKOSTKOW 1 pyYHbIM 22572 JO3NPOBKA 2% Inteerated 2. .ABS ESTADIENE 1640 AS BI.ANCO 1306

YNpaB/ieHNeM; LIBET — MAHTOH CBET/10-CEPbIV 2U Handpiece and 3. PC - BAYER MAKROLON 2658 COLOUR -
2. ABC ESTADIENE 1640 AS BE/IblIA 1306 Hand Controls: TRANSPARENT
3. TNK— «BAVEP» (BAYER) MAKROLON 2658 LIBET 4. SEAM WELDED STAINLESS STEEL TUBE
— MPO3PAYHLI GRADE 1.4404 TO BS EN 10088 (316L).
4. TPYBKA W3 HEPXABEIOWEN CTAIM CO 5. ZTA 90% ALUMINA / 10% ZIRCONIA
CBAPHbIM LLIBOM MAPKA 1.4404 COIJTACHO BS EN 6. TUNGSTEN ALLOY (92.5% W / 5% Ni / 2.5%
10088 (316I) re)
5. OKCWUf ATFOMUHNA, NErMPOBAHHbI 7. SANTOPRENE 28I-55MED COLOUR -
OKCVAOM  11MPKOHUA  90%  AJTFOMUHIWS/10% BLACK, CLARIANT 22515 DOSED AT 2%
LIMPKOHWA 8. STAINLESS STEEL GRADE 14401 TO BS EN
6. BOJIb®PAMOBbIN CM/AB (92,5% W/ 5% Ni / 2,5% 10088 (316)
Fe) 9. PVC - COLOURITE 8077G-015
7. CAHTOMPEI1 28I-55MED LBET — YEPHbIN. (TRANSPARENT)

«KNNAPVAHT» 22515 OO3MPOBKA 2%

8. HEPXABEKOWAA CTA/Ib MAPKWM 14401 B
C'OOTBETCTBWV CO CTAHAAPTOM BS EN 10088 (316)
9. TMBX- LigetHoin 8077G (IMpo3payHblif)

Tabnuua 5 - 3HaueHUs CUMBOJIOB, YKa3aHHbIX Ha MapK1pPOBKe Table 5 - Interpretation of symbols used on the label
Homep no katanory
REF Catalogue number
REF
Kog naptim
LOT Batch code
LOT
. PafviaupoHHas cTepunmzaums
JNRILE [R A Sterilized using irradiation
btemi ™ r]
WsrotosuTesb
i J Manufacturer
td
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B
C € 2797

QTY

YYYY-MM-DD

WYY-MM-00

Man paboyein yact: CF ¢ 3awpmToi 0T paspsiga
Jedmbpunnatopa *

MapKmpoBKa paboyein HacTu He
npeaycMoTpPeHa, MOCKOMbKY KnaccugimKanms
paboyeii YacTy onpeaensieTcs reHepaTopoMm, C
KOTOPbIM MPUMEHSIIOTCA faHHble 13aeNns.
TpebyeMasi MapK/poBKa HAHOCUTCS PSAOM C
;0eIMHNTeNeM paboyeit uacTh reHepaTopa,
KOTOpPbIA PErnCTPUPYETCS Kak OTAe/TbHOE
n3enve.

O6paTnTeCh K MHCTPYKLMM M0 NMPUMEHEHUIO

EBpone CKOe COOTBETCTBME

Konuyectso

Wcnonb3osatb o (MM r-mMm-44)

Llata nsrotosnenusa (FMT-MM-4,1)

CphenaHo B
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a 2797

QTY

YYYY-MM-DD

YYYY-MM-DO

Operating part type: CF with
defibrillator discharge protection *

*No marking of the operating part is
5rovided, as the classification of the
operating part is determined by the
‘enerator with which these products
are used. The required marking is
applied next to the generator's
operating part connector, which is
registered as a separate product.

Consult instnictions for use

European Conformity

Number of Units

Use by (YYYY-MM-DD)

Date of Manufacture (YYYY-MM-

DD)

Made in
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Temnepatypa or-10 go +40 °C D~ Nignation Range

OTHoCYTe/bHas BNI@KHOCTL  He 6oriee 85 %0 6e3 Temperature mi0to +40 °C
KOHJeHcaTa Relative humidity up to 85 % non-condensing
ATMOCthepHoe aB/ieHve HET 0CO6bIX YCI0BUIA
Barometric pressure no special conditions

Table 1 Storage conditions:

Tabnmua 7. YcnoBum XpaHeHNN: Designation Range

HavmeHoBaHVe Jmnana3oH
Temrepatypa  He 60onee25 °C Temperature Below 25 °C
OTHOCUTENbHasA HeT 0COBbIX YC/I0BUIA Relafu\_/e no special conditions
B/I&KHOCTb humldlty_ : -
ATMOC(hepHOe  HeT 0COBbIX YC/I0BUIA Barometric no special conditions
pressure [

[aBIIEHVE

16. CpoK rofiHoCTW, CPOK C/Ty>0bl 16. Shelf life, use by date

AneKTpog, oaHopasoBbln K cucTeMe VAPR o151 npoBefeHVs apTpockonndecknx  The VAPR lileclrode are disposable, for single use only. Their
BMeLLATE/IbCIB NPefHa3HaYeH 19 04HOPa30Boro Mcrosb3osaHusa. Cpok ciyxobl  (therapeutic) lifetime is the time of their intraoperative use.
W30e/A - 3TO BPEMS ero MHTPaorepaLiyioHHOro 1CMosb30BaHKA.

CpOoK rogHocT BapuaHToB UCNOIHeHNS MU yKasaHbl HUKe: Shelf life
C paboueii yacTbto Ha KoHue: VAPR TRIPOLAR, acnypaLyioHHbIi, With aworking part at the end; VVAPR TriPolar 90
nog yriom 90 co BCTPOEHHOM PYKOSITKOM U pyYHbIM yripaB/eHem; 3 roga Suction Electrode with integrated Handpiece and 3years
Hand Controls;
17. MEPEYEHb PNCKOB 17. LISTOE RISKS
[Mpouecc ynpaB/eHVst prUcKamy MPOM3BOANTESNA COOTBETCTBYET CTaHAapTy BN The manufacturer's Risk Management process is in accordance
180 14971:2012. with EN 1SO 14971:2012. For more detailed information see
Borec feTasibHYH0 MHOPMaLWO CMOTPU B OTYETE M0 YIPaB/IEHVIO PYCKaMN. attached reports.
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8. MHPOPMALUMNA O  TIPOBEAEHHBIX  VICTbITAHUAX,
NMPOTOKOJIAX  UCIbITAHNA,  AHAJI3E MONMYYEHHbIX
OAHHbBIX

WM3oenve  cooTBeTCTBYKOT 3peboBaHuMaM EN  ISO 13485 MegyumHekoe
obopygoBaHve - CucTeMa MeHeMKMeHTa KadectBa - TpeboBaHuA s
HOPMaTUBHbIX LEeMei. MoMHbIA CrMCOK MPUMEHUMbIX CTaHAAPTOB AOCTYMEH MO
3anpocy.

19. MOPALOK UM YCNOBUA YTUITN3AUMN nnn YHUYTOXEHNA
Mil

Msoenve oTHoCUTCA K Kraccy B B COOTBETCTBMM C  KiaccugwmKaLyel
MEOMLIMHCKUX  OTXOOB. HesarpssHeHHas YrakoBKa U NMPUHALIEXHOCTU
OTHOCUTCA K KracCy A B COOTBETCTBUMM C KracCUtMKaueld MeavUMHCKNAX
0TX0foB. [locrie KWCMonb30BaHUA WM3AE/IME W ero  YMakoBKy HeobXoavMo
YTWIM3MPOBaTb B COOTBETCTBUM C MECTHLIMM HOPMAaMM COr/IaCHO 3peboBaHMAM
CaHlMnH 2.1.7.2790-10 v rocyaapCcTBeHHbIMN 3peboBaHNAMM.

20. TAPAHTVA N PEKTAMALNA

MpovzBoaUTElb HC GepeT Ha Cebst HUKaKUX LOMOHUTENbHBLIX FapaHTUMHBIX
0053aTe/IbCTB, 3a VICK/MOHEHVE.M TEX, KOTOPbIE HOPUANYECKM YTBEPXKOEHD.
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18. INFORMATION ON THE TESTS CARRIER OUT,
TEST REPORTS, .ANALYSIS OF THE OBTAINED DATA
Devices meet requirements EN 1SO 13485 Medical device -
Quality management system — Requirements for regulatory
purposes. A full list of applicable standards is available upon
request.

19. MD DISPOSAL RULES AND CONDITIONS

The product is classified as Class B according to the Medical
Waste Classification, fhe uncontaminated packaging and
accessories are classified as class A according to the classification
of medical waste. After use. the product and its packaging must be
disposed of in accordance with local regulations as required by
SanPin 2.1.7.2790-10 and national requirements.

20. WARRANTY
The manufacturer does not assume any additional warranty
obligations, except those that are legally approved.



CornacosaHo/APPROVAL

OpraHHsaiAHR/Organization

.-Vopec/Address

NnuxHocTe/(~cupallon

®am(cTHA. Mma/ Sumaim;. Name

faTaA MM ITIT-T)ale DD MM YYYY

rio.'iiiMCb/Signalure

NHCTPYKUMSI NO MPUMEHEHMIO MEAULIMHCKOIO M3aenms

Instruction for Use for the medical device

AnekTpoa 0iHOPa30BbIn K cucteme VAPR ans npoeefeHUs apTPOCKOMUYECKUX

BMeLlaTenbcTB /

Single use electrode for VAPR system for arthroscopic interventions
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Russian text
1 HAVMEHOBAHWME MEAVNUNHCKOIO U3AEINA (M) NETO
KJTACCNOPUKAUNA
11. HaumeHoBaHvne MW, mogc.L ii.iit BapuaHTbl UCMosHeHnA M
3AneKTpoA 0aHOPa3oBbIn K cucTeMe VAPR 4151 NpoBeaeHUSt apTPOCKOMMYECKUNX
BMeELLIATE/ILCTB
1 BapwuaTbl UCMOHEHNS:

1 co BcTpoeHHo pykosiTKo: VAPR ARCTIC, acnpaLyoHHbIiA.
Kyrosioo6pasHbiii HakoHeYHVK, co BerpoenHoinVAPR ARCTIC,
acnmpaLyIoHHbIA, OCTPOKOHEYUHBIN:

N HCTpYKUMS M0 NPYMEHEHMIO - He 60/1ee 20 LuT.

1.2. Knaccugmkaumsa M

. CLUA: anekTpos oaHopasoBbii K cucteme VAPR a1 npoBeaeHVst
APTPOCKOMNUYECKUX BMELLIATENBCTB ABMAETCA MEAMLMHCKUM M3fe/iveM Kracca |l B
CLLUA

. EBpora: 3neKTpog 0fgHopasoBbii K cucTeme VAR A1 MpoBeseHns
APTPOCKOMMYECKNX BMELLIATENLCTB OTHOCATCA K Kraccy Vb B COOTBETCTBUM C
rpeboBaHVs M NpaBwia 9: MpefHasHaYeH 4719 yrnpas/ieHns Wiv 06MeHa aHeprueli
MOTEHUMaIbHO  OMacHbIMKM — criocobamn.  VIcnonb3yeMblii - MapLUPYT — OLEHKM
COOTBETCTBUA corsiacHo MNpunoxkeHno N3 kK MDD.

Tvin paboyeli Yact CF ¢ 3apmoii oT paspsiga aedmopuiiisitopa (onpeaensieTcs
CMOMb3yEMbIM COBMECTHO C W;LLE/ISIMA FeHEPaTOPOM)

3alira OT onacHOro NPOHNKaHWA Boabl WK TBepAbIxX YacTuL: IPXX
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English text
1 MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
11.  MD name, models or variations of MD
Single use electrode for VAPR system for arthroscopic intervention:
1 Options for execution:

1 with integrated handle:VAPR ARCTIC Suction Electrode, Dome
Tip with Integrated Handpiece: VAPR ARCTIC Suction
Electrode. Chisel Tip:

n Instructions for use - not more than 20 pcs.

1.2.MD classification

US: The VAPR electrode are Class Il medical devices inthe USA.
. Europe: The VAPR electrode are Class lib under the
requirements of Rule 9: Intended to administer or exchange energy in
potentially hazardous ways. The Conformity Assessment Route used is
in accordance with Annex 1i.3, of the MDI).

CF operating part type with dcllbrillator discharge protection
(determined by the generator used in conjunction with the products)

Protection against dangerous penetration of water or solid particles:
IPXX



2. HAVMEHOBAHVE U FOPUANYECKIA APEC MPOU3BOANTENSA 2. NAME AND LEGAL ADDRESS OF MANUFACTURER AND

M 1 YTIOJTHOMOYEHHOIO HPFATABHTEjTH AUTHORIZED REPRESENTATIVE IN RUSSIAN

MPOV3BOANTE/IA B POCCN FEDERATION

PA3SPABOTUYUK: DEVELOPER:

«elbto MaiTcK, VIHK.». CLLIA. DePuy Mitek. inc.. 325 Paramount Dr., DePuy Mitek. Inc., 325 Paramount Dr.. Raynham. Massachusetts

Raynham. Massachusetts 02767. USA 02767. USA

MPON3BOANTESb: MANUFACTURER:

«[el1bto Maittek. HK.», CLLIA, DcPuy Mitek. inc.. 325 Paramount Dr., DePuy Mitek, Inc., 325 Paramount Dr., Raynham. Massachusetts

Raynham. Massachusetts 02767, USA 02767. USA

MECTA INMPOM3BOACTBA: PLACES OF PRODUCTION;

Gyrus Medical Idmitcd. Forlan Road, St. Mellons. Cardiff, Uk CG Oil. Great Gyrus Medical Limited. Fortan Road. St. Mellons. Cardiff. Uk CG Qil.

Britain. Great Britain.

Medos International SARL. Chemin Blanc 38. Le Lode. CH-2400. Switzerland. = Medos International SARL. Chemin Blanc 38. Lc Lode. CH-2400.
Switzerland.

YMNO/IHOMOYEHHOW MPEACTABUTE/b MPOV3BOAUNTENSA B

POCCUI: AUTHORIZED REPRESENTATIVE OF THE

OO0 «[KOHCOH & [PKOHCOH». 121614. 1. Mocksa, yn. Kpblnatckas, A. 17, MANUFACTURER IN RUSSIA:

KOpH. 2. Johnson & Johnson LLC,

Ten.+7(495)580-7777 121614, Moscow. Krylatskaya str., 17/2.

RA-INJRU-R/Nrt/MTS.JNJ.com Tel. +7 (495) 580-7777

RA-JNJRU-R2NIrS).ITS.JNJ.com
3. HASHAYEHVE MEOVUMHCKOIO M3OENA N MHPOPIMALIMA 3. INTENDED USE .AND INFORMATION ON POTENTIAL
OB MOTEHUVAJIbHBIX MOTPEBUTENIAX M USERS OFMD

AneKTpoz, ofHopa3osbI K cucteMe VAPR 191 MpoBefeHNA apTpockonnmyeckux — Single use electrode for VAPR system for arthroscopic interventions are
BMeELLATENILCTB MpeAHasHaueHbl /1 peseKkumy, abnsauum n otcedeHns Markvx — intended for resection, ablation and excision of soft tissue, hemostasis of
TKaHell, remocTasa KpPOBEHOCHbIX COCYZOB WM Koary/siuymm MArkvx TkaHed Yy blood vessels and coagulation of soft tissue in patients requiring
MALMEHTOB, HYXIAIOLLMXCA B apTPOCKOMWYECKOM  XMPYyprm  KoreHHoro,  arthroscopic surgery of the knee, shoulder, hip. ankle, elbow, and wrist.

H.iCHCBoro. 6e/IpeHHOr0, ro/IermoCTONHOrO. JIOKTEBOIO W 3arsiCTHOMO CyCTaBOB. Potential users of MI)
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MoTeHuuanbHbIe norpeburenH M

Vzpenve npefHasHaueHO [/19 UCMO/b30BaHUS B XMPYPIUYECKUX  YC/IOBUSX
MepcoHasioM, 00yYeHHbIM apPTPOCKOMNMYECKMM  Mpoueaypam. Becb  nmepcoHarn,
paboTalomii ¢ M3fenMeM, [JO/DKEH  MOSIHOCTBIO  3HATb  MHCTPYKUWAM 0
aKCrvyataumm 1, ec/in MPUMEHNMO, XMPYPrmyecKue npoLeaypbl.
YCUO0BHA npHMeHeHHSA/aKcHNyaTauuH M

BnaxHocTb 30-75 %
Temnepatypa OT+HOX po +40X
[JasneHve 70-106 Kl

4. ONMMCAHP E OCHOBHbIX ®YHKUWOHAJIbHbIX 3/IEMEHTOB
M

4.1. Ob6uee onuncaHne PYHKLMOHaNbHbIX 351eMeHTOB M

AneKTpon oaHopa3oBblii K cucteMe VAPR a1 NpoBeaeHUs1 apTPOCKOMMYECKUX
BMELLIATE/TCTB MOXKET UMETb WM He UMETb aCPaLiOHHYHO (PYHKLIMIO.

AnekTpoz VAPR ARCTIC, acnmpaLoHHbIN,
Kynosioo6pasHbIi HAKOHEYHUK, CO BCTPOEHHON PYKOSrKON M CO BCTPOEHHOM
pykositkori: VAPR ARCTIC, acumpaumoriHbIii, OCTPOKOHEYHbIM

anekTpogbl VAPR ARCNC acnvpaumoHHble — 3TO eAUHCTBEHHbIE 3M1eKTPOabI
VAPR, aHatommuyeckast 006/1aCTb MPUMEHEHMS KOTOPbIX — OrpaHU4MBaETCH
Taz00epeHHbIM CyCTaBOM.

Anektpog VAPR ARCTIC acnnpauyoHHbIA — 3TO 0AHOPa30BbliA, LESbHbINA,
OUNONAPHBIN, acrPaLVIOHHbINA, LLAPHPHBIA 3NEKTPO/, C AUAMETPOM CTEpXKHSA 3,4
MM, MpeaHa3HaueHHbI A9 NPUMEHEHMST MPU apPTPOCKONUM  Ta306eapeHHOro
cyctaBa C npumeHeHvem TexHorormn COOLPULSE (pucyHok 1). 3neKTtpog
WUMEET LLBPHUPHBIA HAKOHEYHWK C PyYHbIM YIpaB/eHeM A/1s SlyyLUero JocTyna,
a Takke (YHKUMIO acrvpaumn, KoTopas MOBbILWAET ero 3(peKTMBHOCTL U
pacLLMPSET PYHKLWOHaT CUCTEMbI 6/1aroaps YaasieH O My3bIPbKOB M OCTaTKOB
TKaHeld, MOSIBMBLLUMXCA B pesy/ibTate paboTbl B MECTE  XMPYPrYeckoro
BMeLLIATE/IbCTBA.
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The device is intended to be used in a surgical setting by personnel
trained in arthroscopic procedures. JH personnel handling the device
should be fully aware of the instructions for use and. if applicable, the
surgical procedures.

Usc/operation conditions of MD

Humidity 30-75 %
Temperature From+1OX to+40X
Pressure 70-106 kPa

4. DESCR PTION OF MAIN FIJNCTIONAL ELEMENIfS OF MD
4.1. General description of functional elements of MD

Single use electrode for VAPR system for arthroscopic interventions can
be with or without suction function.

With a working part at the end; VAPR ARCTIC Suction Electrode,
Dome Tip with Integrated Handpiece and With integrated
handpiece: VAPR ARCTIC Suction Electrode, Chisel Tip

VAPR ARCTIC Suction Electrodes are the only VAPR electrodes where
the anatomic area of use is specifically limited to the hip joint.

VAPR ARCTIC Suction Electrode is a single use. one-piece bipolar
suction articulating electrode with a 3.4 mm shaft diameter for use in
arthroscopic surgery of the hip using the COOLPULSE Technology
(Figure 1). fhe electrode has a hand-controlled articulating tip to
improve access and suction capabilities that will enhance the efilcicncy
of the electrode and extend the utility of the system by assisting in the
removal of bubbles and debris created during activation within the
operating site



Pykositka/ Handle
Pbiar / 1.ever

CrepxeHb anelapoga/
Electrode Shaft

KOKrakTHbIn
pasbem /
Pabounin HaKOHeYHUK / Connector

Working Tip

AcnupaupoHHas Tpybka' Suction Tube

PucyHok 1. 9nekTpog VAPR ARCTIC, acrivpaLyioHHbIA, CO BCTPOEHHON PYKOSTKOM /
Figure 1. VAPR ARCTIC Suction Electrode with Integrated Handpiece

[ycTanbHbiin HakoHeuHWK anekTpoga VAPR ARCTIC acnvpaumoHHoro nmeeT  The distal tip of VAPR ARCTIC Suction Electrode is available in a dome
Kyro/so00pasHyt0 WM OCTPOKOHEUHYHO KOHCTPYKUMIO (pUCYHOK 2): o6a or chisel configuration (Figure 2). both made from stainless steel. Ihe
BapVaHTbl  M3rOTOB/IEHbl M3 Hepxasetolleid  ctam.  KynonoobpasHbid  dome tip is cylindrical with diameter of 2.2 mm and an exposed length of
HAKOHEYHNK  VIMEET LWIHOPUYECKYHO hopMy, AuamveTp 2.2 MM. AmHa 127 mm. The chisel tip is chisel shaped with a width of 3 mm and an
OTKPbLITON YacTu cocTae/feT 1.27 .vM OCTPOKOHeYHbIA 1lakoHeYHK mMeeT exposed length of 2.12 mm. Both tips come with five suction holes. The
thopMy pesLia LLMPUHOM 3 MM, [/IMHa OTKPbLITON YacTy coctasnseT 2,12 mm. Y working length of the dome and chisel electrode variants is 220 and 221
060MX HaKOHEYHVKOB WIMEETCA TMSATb aCrMpPaUVOHHbIX OTBEPCTUA. Pabouast  mm, respectively.

[/IHHas Kyrosio06pasHOro HakoHeUHMKa cocTaBnsieT 220 MM, OCTPOKOHEYHOMO

— 221 M
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LLlapHupHas cekupys /
Articulating section

AcCnvpaLmoH- Kynoro-
Hble 0TBepCLUA 06p63HbIl7l ACI'II/IpaLI,VIOHHbIe ~
/ Suction holes HaKOHEYHVIK / LLla.pHVIpljiaFI CEKIf"Mﬂ / oTeepcTus/ OCTpOKOHeqH.b_:_V.I
. Articulatina section . HaKOHEYHWK ~ 11D
Tip in dome Suction holes in chisel

PUCYHOK 2 . 1JTapH1pHas CeKUWSt Kyrosioobpa 3HOro 1 OCTPOKOHEYHOIO HakoHeUHMKOB arekTpoga VAPR ARCTIC, acnvpauyioHHOro, Co BCTPOEHHOM

PYKOSATKOM /
Figure 2. Articulating Tip in Dome (left) or Chisel (right) Contlouration of VAPR ARCTIC Suction Electrode with Integrated Handpiece
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Anektpog VAPR ARCTIC acnvpausoHHbIi WMEET  LLAPHUPHYIO  CEKLIMKO
(pvcyHOK 2). DneKTpod C 3aBOACKMMM HaCTPOMKaMK ycTaHoB/ieH Ha 0° 1
Bpalgetcs B AvanasoHe oT 10° go 110° Ha OAHOM MJIOCKOCTW. YTpaB/ieHve
BpaLLEHVEM  OCYLLIECTB/IETCA  MOCPEACTBOM  PY4YHOrO pbMara Ha PYKOSITKE
(pricyHOK 3). YTO Y/y4LLIAeT MaHeBPEHHOCTb HaKOHEYHVIKA MpU MPUGIIVIKEHN K
LEMeBbIM  TKaHAM. YKECTKMA CTepXKeHb COEAMHSET LLAPHUPHBIA AVCTa/TbHbIA
aKTVBHbIA HAKOHEYHWK, KOTOPbIA BBOASAT B Te/0 MauyeHTa Yepe3 KaHiosio, Y
PYKOATKY. BCTpoeHHas (oyHKUMA acnvpauym OCYLLECTB/ISETCH MOCPELCTBOM
acnpawLyioHHON TPyOKW, KOTopast Takke BbIXOAUT U3 MPOKCMMA/IHOMO KOHLA
PYKOSATKM U NMOACOEANHAETCA KOTAEIbHOMY acrnmpaLioHHOMY Hacocy C MOMOLLIHO
afanrepa.

PucyHok 3. PykosiTka ¢ pbidarom ariektpoga VAPR ARCTIC, acrivpauyioHHoro /
Figure 3. VAPR ARCTIC Suction Electrode Handle with Lever
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VAPR ARCTIC Suction Electrode features an articulating section
(I"igure 2). Out of the box the electrode starts out at 0° and articulates
between approximately 10° and 110° in a single plane. The articulation
is controlled by means of a manual lever at the handle (Figure 3). thereby
allowing improved maneuverability of the tip to the target tissue. A rigid
shaft connects the articulating distal active tip to the handle which the
user inserts into the patient via a cannula. Integrated suction is provided
via a suction tube which also exits the proximal handle end and is
connected to a separate suction pump via an adapter.



Padounl™
HAKOHEYHUK /
Working Tip

Pbar / Lever

CTrepkeHb
3/M1eKTpoja’
Electrode Shaft

AWNTrp:

Kabenb/ Cable

KOHTaKTHbI pasbem/
Connector

AcnupaLmoHHas
Tpybka/ Suction Tube

PucyHoK 4. CxemaTnyHoe n3obpaxkeHuie anektpoga VAPR ARCTIC, acnvpalyioHHOro, KyrosioobpasHblii HAKOHEYHWK, CO BCTPOEHHOM PYKOSTKON /
Figure 4. Scheme of With a working part at the end: VAPR ARCTIC Suction Electrode, Dome Tip with Integrated Handpiece

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



KynonooGpasumii &
HaxoHeuHuk/ Tip '™ _ AcTiupauoHHble
in dome oTeepcTiA/suction holes

PucyHok 5. CxemaTnyHoe 1306padkeHne HaKOHEYHMKa KyronoobpasHoro ans anektpoga VAPR ARCTIC, acnvpauyioHHOro, KyrosioobpasHbIi
HaKOHEYHVIK, CO BCTPOEHHON PyKOSITKOM /
Figure 5. Scheme of Dome Tip of VAPR ARCTIC Suction Electrode with Integrated iiandpiece

Puiyar / Lever

Pabouuii Crepxens Pyxostka / Handle
HAKOHEUHHK / INeKTpoIy/
Working Tip Electrode Shaft /

/ Ka6enn/ Cable
KoutaktHbiil paznem/
\ Connector
\ ACnHpauHoOHHas

3axum/ Clamp

Tpy6xa/ Suction Tube

PucyHOK 6. CxemaTnuHoe mn3obparkeHue anekTpoga VAPR ARCTIC, acnnpaupyioHHOr0, OCTPOKOHEYHBIIA, CO BCTPOEHHOM PYKOSTTKOM /
Figure 6. Scheme of With integrated handpiece: VAPR ARCTIC Suction Electrode, Chisel Tip
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PUCyHOK 7, CxeMaTU4HOe M306paXkeHme OCTPOro HakoHeuHMKa 415 anekTpoga VAPR ARCTIC, acnmpaupyioHHOro, KyrosioopasHbIii HAKOHEYHWK, CO

BCTPOEHHOW PyKOSITKOM /

Figure 7. Scheme of Chisel Tip of VAPR ARCTIC Suction Electrode with Integrated Handpiece

5.MOKA3AHNA N NMP()TUBOTOKA3A[1INA KNMPUMEHEHIO M
BO3MO>KHbIE NOBOYHbIE 2P PEKTDBI
5.1. INoka3zaHus

AnekTpoa oaHopasoBbin K cucteme VAPR 4151 NpoBeAeHNS apTPOCKOMMYECKUX
BMELLATE/LCTB  MpeAHasHaveH 19 peseKkumn, abnsiumm 1 OTCeYeHUS MSArKUX
TKaHeli, reMoctasa KpPOBEHOCHbIX COCYAOB W KOAry/iiun MSrkUX TKaHein y
NaLMEHTOB, Hy>KAAOLLWIXCA B apTPOCKOMNMYECKO XMpyprm begpa.
5.2.IpoTHBOMOKazallllx
AneKTpoa 0aHopasoBbi K cucteme VAPR /11 NPOBEAEHMS apTPOCKOMUYECKNX
BMeELLIATE/NLCTB MPOTVBOMOKa3aH:
*  BC/lyYae /oObIX He apTPOCKOMUYECKUX XUPYPIMYECKUX MPOLELYP;
* B C/ly4ae JIOObIX @PTPOCKOMUYECKUX XUPYPrUYeCKUX MNPOUeLyp, Mpu
KOTOPbIX He UCMOMb3YETCA PacTBOP X/I0pyaa Hatpua wiv PyHrepa-fiakrara
[J151 OPOLLIEHVS OrepaLyioHHOro Nosis;
* Y MaUMeHTOB C KapavOCTUMY/IATOPaM WM APYTMMUA  3NEKTPOHHBIMU
NMI/IaHTaTaMu;
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5.INDICATFONS AND CONTRAINDICATIONS FOR MD USE
AND POSSIBLE ADVERSE EFFECTS
5.1. Indications

Single use electrode for VAPR system for arthroscopic interventions are
intended for resection, ablation and excision of soft tissue, hemostasis of
blood vessels and coagulation of soft tissue in patients requiring
arthroscopic surgery of the hip.
5.2.Contraindications

Single use electrode for VAPR system for arthroscopic inlerventions are
contraindicated in:

» any non-arthroscopic surgical procedure;

» any arthroscopic procedures where saline or Ringer's Lactate is
not used as an irrigani;

e patients with heart pacemakers or other electronic device

implants;




* Y MaUVeHToB, KOTOPbIM MO /1060 MpPUYMHE  MPOTMBOMOKAa3aHbI » patients for whom arthroscopic procedures are contraindicated
apPTPOCKOMUYECKMEe MPOLEAYPbI XMPYPryYeCKre BVELLATE IbCTBA. for any reason.

5.3.IM0604HbIe 3¢hheKTbl 5.3.Adverse effects
Bce no6ouHble agxbeKTbl OTHOCATCA K U3AeNMI0 Mcronb3yeMomy coBmecTHO ¢ All adverse effects are related to the product used in conjunction with

MEKTPOJAMA  OfHOpasoBbIMM K cucTemMe VAPR g npoBegeHus  single use electrodes for VAPR system for arthroscopic interventions
apPTPOCKOMUYECKMX BMELLIATE/bCTB.

6. TEXHUNYECKVE XAPAKTEPUCTUKWM M/ 6. TECHNICAL CHARACTERISTICS OF MD

Vicnonbayiite gonyck 5% /1st Bcex 3HaYeHWi, eCriv He YKazaHO MHOe.
Use 5%otolerance for all values unless otherwise noted.

Tabnmua L/Tabic 1

Hapy>HbIli BbicoTa Hapy»HbIii "OhcheKTUBHAA f.1MHa paboyein «lacnt Twha
anameTp pa6ouero avamcT p aneKTpoja (coconT 13 paboyero ' o
acnupaumoHHo Onvna pykoatku /
BO3BPATHOIO HaKOHeYHNKa CTEpXHS HaKOHEUHVKa, BO3BPATHOIO 3/1eKTpoja 1 . .
M»n.meHoB»wC / Name . 1 py6km / Suction Handle working
anekTpoga/ anekTtpoga / anekTpoga/ cTepHa 3.1ek1poga) / Electrode working .
. - . . . Tube working length
Return Electrode Di.stal Straight Electrode part (consists of a Working Tip, Return lenath
oD Height Shaft OD Electrode and a Shaft) working length g
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AnekTpog VAPR
ARCTIC,
acnupaLyoHHBbIiA,
KyMno/s1006pa3Hblii
HaKOHEUHVIK, CO
BCTPOEHHO PYKOSTKOM /

) 3,7£0,1 MM 9.3+0.1 MM 3.3i0.1 MM 220+0.2 MM 388+3 MM 145+0.2 MM
With a working part at the

end: MAPK ARCTIC
Suction Electrode, Dome
Tip with Integrated
Handpiece

Co BCTpOEHHOIA
pykosiTkoii: VAPR
ARCTIC,

acMPaLMOHHbIA,
OCTPOKOHEUHbIiA / 3.7£0,1 MM 9,9=0,1 MM 3.320,1 MM 221+0,2 MM 388+3 MM 145 + 0.2 MM

With integrated handpiece:
VAPR ARCTIC Suction
Electrode, Chisel Tip
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Tabnuua 2./ Table 2.
3agaHHas Ho
YMONYaHNo
HaHmcmoBaHHe/ Temnepatypa/
Name Default Set
Temp

anekTpog VAPR
ARCTIC.
acnMpannoHHbIH.
Kynosi006pasHbIii
HaKOHEYHVK, CO
BCTPOEHHO
PYKOSITKOW /

With a working part N A
at the end: VAPR

ARCTIC Suction

Electrode, Dtnne Tip

with Integrated

Handpiece

Co BCTPOEHHOIA

pykosiTKoii: VAPR

ARCTIC,

acnpauyoHHbINA, N/A
OCTPOKOHEYHbIiA /

With integrated
handpiece: V.APR
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dopma pabouyero
HaKOHeYHuKa/
Working Tip shape

Kynonoo6pasHblii /
Dome tip

OCTPOKOHEUHb IV /
Chisel tip

OnameTtp
COBMECTMMOM
KaLlonH /
Cannula
diametr

MuH. 4.5 M/
Min. 4.5mm

MuvH. 4.5 M/
Min. 4.5mni

Cuna BcacblBaHMS
acnmpaumnoHHoii Tpybkm / Suction
Tube suction force

Cwvira acnypauumn 3aBuUcuUT ot
OCHOBHOF0 060pPY10BaHUS!

Cwna acnvpaumm 3aBucuT oT
OCHOBHOIO 060pYy/0BaHMNS

Pacxog hm3snonornyeckoro pactesopa B
acrnHpammnoHHom Tpybke / Suction Tube saline
flow rate

The electrode shall provide integral suction at a
minimum saline flow rate of 160 ml-'min when a
vacuum of 700 ntmHgiS mmHg is applied, with the
shaft articulated to 110" +15"/-5"

N/A



ARCTIC Suction
Electrode, Chisel Tip

Tabnuua 3./ Table 3,

MOLLHOCTb B pexxume MakcrManibHast MOLLHOCTb B MakcrManbHas MOLLHOCTb B
Koaryssauum no ymondanuio / pexxume abnauun / Maximum pexxume Koarynsaumm / Maximum
Default coagulate power Default ablate power Default coagulate power

HanmenoBaHme/ MoLuHoCrb B peXxume abnsAaumm Ho
Name ymonyaHuio / Default ablate power

3nekTtpoa VAPR
ARCTIC,
ACUNPANKOHHbBIH.
Kyno.Too6partblit
HaKOHEYHNK.CO

BCTPOEHHON pPyKoOATKON /

With a working pan at
the end: VAPR AROIC
Suction Electrode. Dome
Tip with Iniegnited

) 200 Bt/4 BT (PacwmpeHHblit poxum/cranfapTHblit) 80 B r/3 BT 260 BT/5 BT tooBT/4 BT
Handpiece

Co BCTpPOEHHOI
. 160 Br/3 BT (PacwupeHHbIi peXXuUM/cTaHAapTHbIH) 80 BT/3 BT 200 BT/4 BT 100 BT/4 Bi
pykosaTkoi VAPR

ARCTIC,
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UcnuMpauuoHHbIH,

OCTPOKOHEUHbI /

Wi ith integrated
handpiece: VAPR
ARCTIC Suction
Hiectrode, Chisel Tip
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OKUC/IAIOWLMX  Ta3oB WM APYruxX  rOprouMX  BELLECTB.  MOCKOSIbKY
ANEKTPOXUPYPrNYECKOe 3eNne MOXET SR/ MeCA UICTOYHMKOM BO3TOpaHUS.

* Y[OCTOBEPLTECH, YTO MPUTOK W OTTOK >XUAKOCTU HaxoguTcs Ha [0/DKHOM
YPOBHE W 3/1EKTPOS, aKTUBMPYETCHA TOMbKO B MPUCYTCTBAM TOKOMPOBOAALLIErO
OpOLLIAIOLLIEro pacTeopa (HanpvMep, pacTeBopa X/opvga Harmpus wim PuHrepa-
nakrtara). MpyvMeHeHVe paavoyacTOTHON SHEPTUM C HEMOAXOAALLMM PacTBOPOM
[/11 OPOLLEHMA MOXET MPMBECTU K MeperpeBy >KUAKOCTM C MOC/eAyHOLLWIMA
OKOraMn KOXM B TOUKE JOCTyNa WM PSfoM C Held, a Takoke MOXKET MPYBECTU K
MOBPEXIEHNIO HAKOHEYHMKA 3/IEKTPOJA.

* He [oTparvBaiiTeCb [0 HaKOHEYHMKA 3/1EKTPOJa,
HarpsHKEHVEM.

e [py NpoBefeHNN 3MEKTPOXUPYPIrMYECKO MNpoLedypbl MaLWeHT He [O/DKeH
MMETb MPSIMOTO KOHTaKTa C 3a3eM/IEHHBbIMA  METVIMYECKUMA  OOBEKTaMM.
CnyYailHbIAi KOHTaKT C MauyieHToM, Korfa cucTema VAPR fons npoBefeHUs
aPrpOCKONMYECKMX BMELLIATE/ILCTB HAXOAUTCA B AEACTBUM, MOXET MPUBECTU K
ooram.

o Cobnopainte KpaliHIOH0 OCTOPOXHOCTb npw CM0Mb30BaHNM
AMEKTPOXUPYPINYECKUX U3LEMNIA B HEMOCPEACTBEHHOM 6/1M30€31 W B MPSIMOM
KOHTaKTe C JIi00bIMM MET/VTMHECKUMA NPpeaMeTammn. BOoMbLUMHC3BO aprpocKoros
N aPTPOCKOMMYECKNX UHCTPYMEHTOB - Me3a/l/IYecKue. 3ar3peLLgescs NpvBoaUTh
3NEKTPOL B paboyee COCTOAHME, MOKA Kakas-yMbo YacTb ero HakOHeyHVKa
HaXOAUTCA B KOHTaKTe C METa/VIMYECKUMN OObEKTaMM WM MHCTPYMEHTaMM;
nberaiite abnAaUMIN TKaHW, KOTopasi norasia B MPOC3PaHCTBO MEX/Y apTPOCKONoM
N 3MeKTPOAOM. HapylleHre 3TOro MpefoCTEPEXeHVS] .MOXET MPMBECTU K
HernpefHaMePeHHOMY HaHECEHUMIO TpaBM  MaUMeHTY WM XVPYPrmyecKomy
NepcoHasTy WM NMOBPEXAEHNIO 3/1eK3PoAa Wwn Jpyroro obopynoBaHus.
 3anpeLipeTca 1Cronb3oBaTb MOBTOPHO M3aenmsi ¢ noveTkor SINGLE USE
@1 OOHOPA3OBOIO  VCIHKO/MB3OBA! 1/4).  [daHHble  v3gems
npeaHasHaYeHbI TO/bKO [/151 04HOPA30BOr0 UCr0/b30BaHUS 1 HC paspabos aHbl 415
MOBTOPHOIr0 CIO/Ib30BaHNS/HOBTOPHOM cTepuIn3aLmn. lNoBTOpPHOE
MCTO/b30BaHVie MOXKET MOB/eYb M3MEHEHWE XapaKTEPUCTUK MaTepuasia, TakixX Kak
KOppOo3Vst MeTavia W 3aTyryieHVe Kpaes, JedopMaumm WM pacc/ioeHUo
KepaMMYECKMX M TVIaCTUKOBbIX YacTeld, YTO MOXET TMOB/WMSATb Ha 06LLyHO

HaXoASLLErocst  Mof
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as an electrosurgical device has the potential for providing a source of
ignition.

» Ensure that fluid inflow and outflow is adequate and that the electrode
is activated only when surrounded by conductive irrigant solution (e.g.,
saline or Ringer’s Lactate). The use of RF energy with inadequate
irrigation may overheat the fluid enough to cause skin burns at or near
the access site and may result in damage to the electrode tip assembly.
Do not touch the electrode lip when applying power.

 During an electrosurgical procedure, do not allow the patient to make
direct contact with grounded metal objects. Inadvertent contact between
the patient and grounded metal objects when the VAPR system is
activated may result in bums.

o Observe extreme caution when using electrosurgery in close
proximity to. or in direct contact with, any metal objects. The majority
of arthroscopes and arthroscopic instruments are metal. Do not activate
the electrode while any portion of the electrode lip is in contact with
metal objects or instruments: avoid ablating tissue that is trapped
between the arthroscope and the electrode. Doing so may result in
unintended injury to the patient or surgical personnel and/or damage to
the electrode and/or other equipment.

* Do not reuse any accessories labeled as SINGLE USE. These
products arc for single-use only and have not been designed to be re-
uscd/re-sterilized. Reprocessing may lead to changes in material
characteristics such as metallic corrosion and dulled edges, ceramic and
plastic

* deformation or splitting which may affect the strength of the device
and compromise device performance. Reprocc.ssing of single use devices
can also cause cros.s-contamination leading to patient infection. These
risks may potentially afTect patient safety.

 Avoid touching the distal lip of the instrument (ceramic insulator or
metal active component) with fingers or instruments.



MPOYHOCTb MBLEMA W YXYALNTL 3KCTUTyaTalUyOHHbIE XapaKTEPUCTUKA U3LENUS.
MoBropHoe WCMosb30BaHME OfHOPA30BbIX M3LENIA Takke MOXKET MPUBECTU K
MepeKPECTHOMY 3arpsi3HEHMIO C MOCIEAYHOLLMIM UHDULIMPOBaHVEM MaLyieHTa. 3Tu
PUCKWN BIUSIKOT Ha 6e30MacHOCTb MaLyieHTa.

o 36eraiiTe  MPUKOCHOBEHMS K OWUCT&/IbHOMY — KOHLY — MHCTpyMeHTa
(KepammyeckoMy  U30/IATOPY WM METUVIMHECKOMY — aKTMBHOMY — YYacTKy)
nasibLIAMA W UHCTPYMEHTaMMN.

» HenpenoHamMepeHHas akTvBaLA WM [BWKeHVE aKTVBHOMO —3/1eKTposa
ofHopasoBoro K cucteme VAPR [and  MpoBedgHUA  apTPOCKOMAYECKUX
BMELLATENILCTB 3@ MpefeiaMn Mo 3peHUst MOXET MPYBECTU K TpaBMam Y
rnaLyieHTa 1 rMoBpeXaeHAM HAaKOHEYHVKA 3/IeKTPOjA.

* [lonbITKa BBECTU WM V3B/IEYb 3/IEKTPOL, KOr[a OH HaxoauTCcs B M30THYTOM
COCTOSIHUM, MOXKET MPUBECTM K TpaBMaM Yy MauyieHTa WM Xvpypra win 0bimb
MPUYKION NOBPEXAEHUA V3LENVS.

*  Acnonb3ys apTPOCKOMUYECKUIA KOHTPO b, YOeAUTeCh, YTO 3/1EKTPOS, BO Bpewvs
aKTVBaLMM MOSIHOCTBIO MOFPYXXeH B MPOBOAALLMIA  MPPUraLMOHHbBIA  pacTBop.
HeBbINosHeHVe NOAMOI0 MOrPYXeHNA B VPPUIaLyoHHbIA - PacTBop  .MOXET
NPMBECTU K MOBPEXAEHMIO HAKOHEYHMKA 3/1EKTPO/A.

B xome paboTbl um3beraiiTe CKOM/IEHUSI TMy3bIpbKOB B Cye3aBHOM  LLEMN.
CkorieHVe My3bIpbKOB BOKPYr 3/1EKTPOJA CHWKAET MPOU3BOAUTENTbHOCTL U
MOXET MPVBECTU K MeperpeBy, CMOCOOHOMY MOBPeAUThL MPUWISKaLLWe TKaHA WA
HaKOHEUHWK 3/1eKTPozA.

* He HamaTbiBaiiTe Kabe/ AIEKTPONUTAHUS PYKOATKY, HOXHOM Mejaiv win
reHepaTopa BOKPYr METa/VIMYECKUX MpeaMeToB. Mpn HamaTbiBaHM Kabenein Ha
MeTa/VIMYECKME MPeaMETbl MOMYT BO3HMKATb TOKW, CrMOCOOHbIE MPMBECTU K
MOPaXKEHMIO 3/ICK3PUYECKH.M TOKOM. MOXKap\', NMPUUMHEHWIO Bpefa MauyieHTy
Wwm XYpypryecKomy repcoHasty.

e Owmbka NP MOAK/HOYEHNM acrMPALIOHHOM TPYOKM K aCHHPAHVOHHOM
YCTaHOBKe COOTBETCTBYHOLLIEN MOLLHOCTM .MOXET MPUBECTU K OO« aM MaLyieHTa
WM OMePUIPYIOLLIEro Xupypra.

* 3anpeLlpeTca Haaonro 1 6e3 HagobHOCTW OCTaB/ATb 30H[ BK/KOUEHHbIM, TaK
KoK OpOLLAIOLLAst  >KMAKOCTb  MeperpeBaeTcs, W 3TO  .MOKET BbBBasb
HerpeaamveperHoe MOBPeXaeHe TKaHeld. AKTMBaLMA 30H4a B peXxvve
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* Inadvertent activation or movement of an active VAPR electrode
outside the field of vision may result in patient injury and damage to the
electrode tip assembly .

» Attempts to insert or remove the electrode when it is in the articulated
state may result in injury to the patient or surgeon, or cause damage to
the device.

 Using arthroscopic guidance, ensure that the electrode is completely
surrounded by conductive imgant solution during use. Failure to do so
may result in electrode tip damage.

* Avoid bubble accumulation in the joint space during use. The
accumulation of bubbles around the electrode diminishes performance
and may produce overheating sufficient to damage adjacent structures or
the electrode lip assembly.

» Do not wrap handpiece, footswiich or generator power cables around
metal objects. Wrapping cables around metal objects may induce
currents that could lead to electric shock, fire or injury to patient and/or
surgical personnel.

* Failure to attach the suction tubing to an adequate suction source rmay-
cause thermal injury to the physician or patient.

* DO NOT activate the probe for unnecessary and prolonged periods,
as irrigant overheating and unintended tissue damage may result.
Prolonged probe activation at maximum settings while using the suction
feature may cause the shaft and suction tubing to reach temperatures of
up to 58°C.

» Electrodes will wear from normal use, dependent on factors such as
length of use, high tissue removal rale, prolonged use against bony
surfaces, prolonged use in conductive irrigant solution, high power
settings, and use with minimal suction or fluid management. Periodically
assess electrode tip for wear and proper operation. Replace the electrode
if excessive wear is noted.

 Attach the suction adapter to standard hospital suction equipment.
Ensure that the roller clamp is open, and vacuum is in the range of 300
to 700 TTHU.



MaKCUMa/TbHO MOLLIHOCTU BO BpeMsl UCrO/b30BaHUA acrivpaLlyioHHON (yHKLWN
MOXET MPUBECTM K HArpeBaHMIO CTEPXHA M acrMpaLuyioHHbIX TPY6oK o 58 °C.

* [Mpy HopMasibHBIX YCMIOBUAX 3SKCIUTyaTauyn 3/eKTPoAbl M3HALLMBAKOTCA B
3aBMCUMOCTM  OT  Pa3/MuHbIX (PAKTOPOB, TakKMX KaK MPOLO/DKUATE/ILHOCTb
UCMOMb30BaHNS, BbICOKas CKOPOCTb  YAa/IeHUA TKaHeld, MPOAO/DKUATESIbHOE
NMPUMEHEHNE HA KOCTHbIX MOBEPXHOCTSX, MPOAO/DKUTENBHOE MPUMEHEHVE B
COMEBOM  pacTBOpe, MPUMEHEHVE HACTPOEK MOBbILLEHHOM — MOLLHOCTU U
1CMO/b30BaHWE MPY MUHUMA/IBHOM acnvpauym Win Masioil CKOpPOCTW  Mogaun
»umakocten. [Meprognyeckn HeobXoauMo MPOM3BOAVTL  OLIEHKY HAaKOHeUMKa
AMeKTPO/a Ha NpeaMET U3HOCA W HafIeXKalLLe paboTbl. B criyuae CubHOro 13Hoca
3M1EKTPOS, C/IeflyeT 3aMEHUTD.

 [logkntounTe acnupauMoHHbIA aaanTep K CTaH4apTHOMY 0060pYAOBaHMIO,
nMetoLLiEMycst B 60/bHMLE. TMpoBepbTe, YTOObI POSIMKOBBLIA 38XKUM Obl OTKPbLIT, @
paspexxeHve coctasnssio ot 300 go 700 MM.PT.CT.

* B pesynbTare aneKTpoXMpypryecknX MaHUMynsaumini- BO3MOXKHO MopadkeHue
OKPY>KatOLLX TKaHe BCIEACTBYE ATPOreHHOM TpaBMbl.

. Pexxvim CP (Coolpulse®) Henb3s 1cnosnb30BaTh /1K YMeHbLLEHMSA 0bbema
W CTIXVIBaHNSA TKaHel, YyBCTBUTE/IbHBIX K HarpeBy, TakvX KaK CyCTaBHOM
XpsL, Mpy 1Cnonb30BaHUM 30HAOB, paboTaroLLyX B pexxvme CP, abnaumst MoXeT
MPOUCXOUTD [jaXke BTOM Crly4ae, Korga MoLHocTb ABLATII (A6nsumn)
YCTaHOB/IEHa HA MMHVIMasTbHOe 3HaueHVe B 10 BT. UTO MOXKET MPUBECTU K
HeXXenaTe/IbHON abnauyn 1 yaaneHuo TkaHeld. Bo m3bexxaHue yaaneHust TKaHel
BCera HeobxoamMMmo Kmcrnosb3osaTthb pexivm COAG (Koarynaums).
MepbI NPefoCTOPOXXHOCTU

 [lepep NepBbIM MPUMEHEHVEM YOEANTECH, YTO BCE COLAEPKUMOE MHCTPYKLMM
Mo MPUMEHEHWNIO, BK/OYaA Mepbl MPEefOCTOPOXHOCTW, MPENOCTEPeXeHUA U
YKa3aHUs M0  WCMOMb30BaHUKO MpouMTaHbl M MOHATHbL  Be3onacHocTb 1
30pheKTMBHOCTb  MPOBEAEHVS  AMIEKTPOXMPYPIMYECKOA  Onepauyin 3aBUCUT  HC
TO/bKO OT M3Le/NS, 110 M OT (PAKTOPOB, KOTOPbIE KOYPOIMPYEr Mo/b30BaTeslb (CM.
PYKOBOZCTBO M0 3KCrutyaTaLum).

* bBygbTe BHUMaTE/bHbLI, KOrfa B PYYHOM pPEXMME MBMEHSIETE HACTPOMKM
CUCTEMbI, YCTAHOB/IEHHbIE 0 YMOMYaHWIO.  ACMONL3YyTe  MUHVM&/TbHbIE
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» Damage to surrounding tissue through iatrogenic injury™ could occur,
as an effect of electrosurgery.

Do not use CP (COOLPULSE®) Mode to shrink or smooth heat-
sensitive tissue such as articular cartilage. VWhen using probes that
operate in CP Mode, ablation may occur even when ABLATE power is
set to the minimum value of 10 W, resulting in possible unwanted
ablation and tissue removal. Always use COAG mode when tissue
removal is to be avoided.

Precautions

* Priorto initial use, read and understand all package inserts including
warnings, cautions, and Instructions for Use. Safe and etTective
electrosurgery is dependent not only on equipment design but also on
factors under the control of the user (refer to the user manual).

* Use caution when overriding the default power settings. Use the
lowest power setting and the minimum tissue contact time necessary to
achieve the appropriate surgical effect.

» When not in use. place the active Electrode in a clean, dry,
nonconductive, and highly visible area not in contact with the patient.



HacTPOWKN W MUHMMaNbHOE BPEMS KOHTaKTa C TKaHAMW, HeobXxoauMmblie ANS
AOCTVMXXEHNS AO0/IKHOI0o XMpyprnyeckoro adphekra.

e Bem aKTuBHbINA 9M1eKTPOA HC WCHO/b3YCTCA, pa3|\/|eu.|,al7|Te ero Ha YMCTON,
CYXOI, He TOKOMPOBOAALLUEA W XOPOIUO BUAMMOIA MOBEPXHOCTU, HE WUMELOLLEN
KOHTaKTa C nauueHToM. HenpegHamepeHHas aKTVMBaUMA B Clyvae KOHTaKTa C
NaLVeHTOM MOXXET MPUBECTU K OXKOram.

e VI3nnLiHee NpunoXeHne CU/bl MOXKET MPUBECTU K NMOBPEXAEHNIO HAKOHEYHNKA
VN CTEPXKHA 3/1EKTPOAA.

e Bce mMaHunynAuuMu ¢ McNonb3oBaHWEM [AaHHbIX U34eNuii OCyWecTBAAKTCA C
MOMOL b pPY4EKOrO  ynpasneHus. MonbiTka  COEHYTb  anektpogEn 6e3
UCNONb30BAHNA PYYHOTO yrnpaBfeHUA MOXET MNMPUBECTU K MOSIOMKE 3/1eKTpoja,
yxyawcEEMEO Cl O skcnyaTaumonHblX XapakTepnucTtuk nam TpasMe nauueHTa.

e 11eBO3MOXHOCTb NOAAEPXAHUA acnupaummn Ha peKoOMeH4yeMOM YPOBHE MOXeT
npuBeCrn K BbIXOAY U3Jenns M3 cTpos, TpaBMe nauueTa uaM nonb3oBatens.

* He npunaraiite n3nuwHuMx ycunuii K pykostke unu pydyEromy ynpasneEEVEO B
npouecce MaHnnynnpoBaHusA. 3T0 .MOXeT NpmMBECTN K NOBPEXAEHUIKO n3aenna.

e [na BBeAEHWS MCNONb3YNTe KAHIONK WUAW LpeHaXHYl KaHlonw. WN3beraite
YpCCKOXXHOE'O BBefeHMA. MonbiTKa BBECTU MU3fe/ine 6e3 KaHAU MOXeT NPUBECT U
K MOBPEXMEHWIO U3LENNA UNU TpaBMe MauuneHTa.

e C 0CTOPOXXHOCTbIO BBOAWTE M W3BMEKANTE 3NEKTPO/Abl, UYTOObI uckneounTs
BO3MOXHble EtoBpexxaeHuns usgenus wu/vnn vianeceEEMe Bpefa NaE™MEHTY Wu
Xupyprudeckomy nepcoEEany.

e Y6eAuTecb, YTO CTEpPXEHb BbINPAMJIEH BO BPEMS secaceeus u W3BNevyeEws u3
cyctaBa. BBeseHue unau ussneyvycEEne cTepXXHa B W3OETEyTOM COCTOAHUM MOXET
noBpeAuTb CaM CTEPXEeHb WANW HakoEEeummk. a Takxke MNpuUBECTM K TpaBMme
nauucEETa.

® /lanEEble anekTpofbl paspaboTtaTb TonbkKo /1A abnauyuun/koarynaEEWun, Ho He ana
mexaEEW4yeckoro cmelEEelEuA TkaHelh nyTeM MpPUIOXEHUS CUMAbI, UYTO MOXET
npuHecTn K M3EM6aHMEO nnmn otcoegMEECHUIO anekTpoaa.

e Cnepgute 3a noTokoMm ackEEWpaumu. Hcjem acnupaumsa npekpatunacb. cacgayck'
yTUAn3nposaTthb msgenue.

* Wcnonb3oBaHne npeaBapuTenbHO nogorpetoro opoEnalwliero pacTsopa cC
anektpogom  VAPR  ARCTIC, acnupaunowEEbm, C  Kynonoo6pasEEEbM
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Inadverlcnt activation while in contact with the patient enay result in
burms.

e Excessive force Etiay damage the electrode tip or aE'liculating shaft
assembly.

* These devices are intended to be articulated by means of the hand-
control. Attempts to bend the electrodes without using the hand-control
can result in electrode fracture, degradation of electrode performance,
or patient injury.

e Failure to maintain the recomiTEcndcd suction may result in device
failure, patient, or user injury.

* Do not apply excessive force to the handle or hand-control during
articulation. Damage to the device may result.

 Use acannula or slotted cannula for insertion. Avoid pcrcutaEieous
insertion. Atlcmpls to insert the device without a cannula may dainage
device or patient.

e Carefully inscEt and wilhdE'aw electrodes to avoid possible damage to
Illic device and/or injury to the patient or surgical personnel.

* Ensure that the articulating shaft is straight during insertion and
removal from the joint. Inserting or removing the shaft in the
articulated position may damage the shaft or tip assembly and may
cause injury to the patient.

e These electrodes are designed for ablation and/or coagulation only,
and not for mechanical displacemckEit o f tissue through applied force,
which may result in bent or detached electrodes.

» Monitor suction flow. If suction is blocked, discard the device.

* Use of pre-warined iETigalion solution with the VAPR ARCTIC
electrode may result in tissue damage or thcrinal injury.

Do not allow suction line to contact palicEit: this may cause a thermal
injury.



HaKOHEYHMKOM, CO BCTPOEHHOM PyKOSTKOW, M anekTpogom VAPR ARCTIC,
acrnmpaLyioHHbIM, OCTPOKOHEYHbIM, CO BCTPOEHHOWN PYKOSTKOM, MOXKET MPUBECTA
K MOBPEXEHNIO TKaHeN Wik TEPMUYECKM TPaBMaM.

. He ponyckaliTe KOHTaKTa acnmpaLoHHON SIMHAN C MaLUeHTOM; 3TO
MOXXET BbBBaTb TEPMUYECKME TPaBMbL.

11. TPEBOBAHNA K TEXHNYECKOMY OBC/TY>XBAHUIO

PEMOHTY M
HenprmeHunmvo.

12. ONMIMCAHVE METOLA CTEPUNTNSALINA

AneKTpog ogHOpasoBblii K cucteMe VAPR 19 NPOBEAEHUS apTPOCKOMMYECKUX
BMELLIATE/ILCTB, MOCTaB/IAETCA CTEPWILHBLIM 1 0AHOPAa30BbIM /19 OAHOKPATHOIo
ncnonb3oBaHVA.  OnekTpodbl VAPR  CcTepumsyroTcs  ramMma-us/lydeHneM Ao
YPOBHS  rapavi r’MpoBaHHOM CTepWIbHOCTM 0¥ ¢ MUCMOMb30BaHWEM  METOANKA
M3ObITOYHON CTEpUIM3aLMA  C  MPYB/EYEHVIEM  KOMMaHUM-NOLPSAYNKOB MO
JlpoBefeHMO cTepu3aLIn.

13. NEPEYEHb N ONMNCAHVNE MATEPVAJIOB M

C paboueii YacTbto Ha
KoHLe; VAPR ARCTIC,
acnypaLyoHHbI,
Kyro/1006paTubIH
HaKOHEYHVIK, CO BCTPOEHHO
PYKOSITKOA:

1 .ABC MLAAGNUM 84.34
2. ABC EST.ADIENE 1640 AS BE/IbIA 1306

3. ABC MAGNUM 8434 («CTUIPOH J1/1C») M/ICTEPBATY
— CEPbIN «KJTAPVIAHT» 22572 JO3VPOBKA 2% LIBET —
MAHTOH CBET/10-CEPbIN 2U

4. PEBAX(8)7033 SAOI MED M PEBAX® 4033 SA 01 MED.
{MAPK/ ARKEMA PEBAX) MAPKV/ CMELLUAHbI B
COOTHOLLIEHMW 1:1.

5. OKCWA, AJTOMUHUSA, NTEMMPOBAHHbBIA OKCUAOM
LIMIPKOHWISE 90% AJTFOMUHUAN0 0 LIPKOHWIS

6. RYNITE 530 BK503 30%  13T-C.MOMN,
APMUPOBAHHASA Cl EK/I5111HbIM BOJ/IOKHOM LIBET —
YUEPHbIN
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11. REQUIREMENTS FOR TECHNICAL SUPPORT AND
REPAIR OF M)
Not applicable.

12. DESCRIPTION OF STERILIZATION METHOD

The electrodes used in the VAPR system are provided sterile and are
disposable for single use. The VAPR Electrodes arc sterilized by gamma
radiation to an SAL level of I0™ using the overkill method by contract
sterilization companies.

13. LIST AND DESCRIPTION OF MD MATERIALS

1 M.AAGKUM ABS 8434

2. ABS ESTADIENE 1640 AS BIANCO 1306

3. ABS MAGNUM 8434 (STYRON [I.C)
MASTERBATCH - GREY CLARIANT 22572 DOSED
AT 2% COLOUR - P.ANTONE COOL GREY 2U

4. PEBAX® 7033 SA 01 MED AND PEBAX® 4033
SA 01 MED. (ARKEMA PEBAX GRADES) GRADES
MIXEDATA RATIOOF 1:1

5. 711A 90% ALUMINA * 107" ZIRCONIA

6. RWITE 530 BK503 30% GLASS FIBRE
REINFORCED PET RESIN COLOUR - BLACK

7. STAINLESS STEEL 17/4 PH AIS! GRADE 630
(ASTM A564-02A) EN GRADE 1.4542

With a working part at the
end: VAPR ARCTIC
Suction Electrode. Dome
Tip with Integrated
Handpiece:



7. HEP>XABEIOLWLAA CTA/Ib MAPKW 17/4 PH AISI 8. AUSTENITIC STAINLESS STEEL GRADE 1.4404

MAPKW 630 (ASTM A564-02/1) EN MAPKIW 1.4542 TOBSEN 10088 (316L)
8. AYCTEHITTHAA HEPXABEHOLWLIAA CTA/Ib MAPKU 9. ESTANE 58206 4-6% OMN! BLACK GE9M664849
1.4404 B COOTBETCTB/IN CO CTAHOAPTOM BS EN 10088 10. PVC - COLOURI TEB077G-015 (TRANSPARENT)

9. ESTANE 58206 4-6% OMNI YEPHbI/ GE9M664849
10. MB.X- LgeTHoi 8077G (MpoypayHbIit)

Co BCTPOEHHOW PYKOSITKOIA: 1 ABC MAGNUM 8434 With integrated 1 MAGNUM ABS 8434

VAPR ARCTIC, 2. ABC ESTADIENE 1640 AS BE/IbI/ 1306 handpiece: VAPR 2. ABS ESTADIENE 1640 AS BIANCO 1306

acnupauyoHHbIi, 3. ABC MAGNUM 8434 («CTNPOH J1/1C») MACTEPBATY  ARCTIC Suction 3. ABS MAGNUM 8434 (STYRON LLC)

OCTPOKOHEYHbIIA: — CEPbII/ «<KNAPUAHT» 22572 NO3VIPOBKA 2% LIBET —  Electrode, Chisel Tip: MASTERBATCH - GREY CLARIANT 22572 DOSED
MAHTOH CBET/10-CEPbI 2U AT 2% COLOUR - PANTONE COOL GREY 2U
4. RYNITB 530 BK503 30% MaT-CMOJA. 4. RYNITF 530 BK503 30% GLASS FIBRE
APMWPOBAHHAA CTEK/TAHHBIM BOJ/IOKHOM LIBET— REINF ORCED PET RESIN COLOUR - BL,\CK
YEPHbIN 5. PEBAX® 7033 SA 01 MED AND PEBAX® 4033
5. PEBAX® 7033 SA 01 MED 1 PEBAX® 4033 SA 01 MED. SA 01 MED. (ARKEMA PEBAX GRADES) GRADES
(MAPK ARKIIMA PEBAX) MAPKW CMELLAHbI B MIXED AT A RATIO OF ;1.
COOTHOLLEHWMN 1:1. 6. ZTA 90% ALUMINA ’10% ZIRCONIA
6. OKCWZ, AJTIOMUHNA, NEMMPOBAHHBLIA OKCULOM 7.  STAINLESS STEEL GRADE 1.4404 TO BS EN
LINPKOHWA 90% ATFOMUHNA/10% LIMPKOHWA 10088(316L)
7. HEPXXABEHOWLAA  CTAJ/Ib MAPKU 14404 B 8. AUSTENITIC STAINLESS STEEL GRADE
COOTBETCTBWW CO CTAHOAPTOM BS EK 10088 (316L) 14404 TO BS EN 10088 (316L)
8. AYCTEHUTHAA HEPXXABEHOLWWAA CTAJ/Ib MAPKW/ 9. ESTANE 58206 4-6% OMNI BLACK
14404 B COOTBETCTBUW CO CTAHOAPTOM BS EN 10088 GE9M664849
9. ESTANE 58206 4-6% OMNI YEPHbI GE9M664849 10. PVC - COLOURITE 8077G-015
FO.MBX - LgeTHoid 8077G (IMpo3payHbIif) (TRANSPARENT)

Tabnuua 5 - 3Ha4yeHM CUMBOJIOB, YKa:4aHHbIX Ha MapKMUPOBKe Table 5 - Interpretation of symbols used on the label
Homep uo katanory
REF Catalogue number
REF
Kon naptim
LOT Batch code
LOT
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a
C € 2797

QTY

) YYYY-MM-BO

qu] YYYY-MM-DO

PaaualMoHHas CTepUmn3aums

M3rotoBuTeb

'vin paboueli Yactn: CF ¢ 3awmToin oT paspsiga
JedmbpunnsaTopa *

MapKmMpoBKa paboueit HacTu He
npesycMoTPeHa, MOCKOMbKY KiaccuimkaLms
paboueli YacTu onpeaensieTcs reHepaTopoM, ¢
KOTOPbIM MPUMEHSIOTCS AaHHbIE U3LeNUs.
Tpebyemast MapKMPOBKA HAHOCUTCS PSiAOM C
coegnHUTENeM paboueli YacTn reHepaTopa,
KOTOPbIA PErUCTPUPYETCH KaK OTAENbHOE
v3genve.

OBpaTUTeCh K MHCTPYKLMM MO MPUMEHEHUIO

EBponeiickoe cOOTBETCTBYME

KO/IN4ECTBO

Wcnonb3osats go (M T r-MM-440)

Lata nsrotosneHuns (FTT-MM-40)
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mJ

H L o8

a
C € 2797

IQTY

YYYY-MMDD

VYYY-MM-DO

Sterilized using irradiation

Manufacturer

Operating part type: CF with
defibrillator discharge protection *

*No marking of the operating part is
provided, as the classification of the
operating part is determined by the
generator with which these products
are used. The required marking is
applied next to the generator's
operating part connector, which is
registered as a separate product.

Consult instructions for use

European Conformity

Number of Units

Use by (YYYY-MM-DD)

Date of Manufacture (YYYY-MM-
DD)
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[NpoLiecc ynpasieHna pyUcKamm Mpou3BoAUTENA COOTBETCTBYET cTaHAapTy EN I1ISO
14971:2012.

Boree feTasibHYHO MHopMaLmto cvoTpy B OTYETe M0 YNPaB/IeHIO PUCKAMA.

18. NHP®OPMALNA O MPOBEAEHHbBIX NCTbITAHNAX,
MPOTOKO/AX UCTbITAHNIA, AHANTN3ZE MONMYYEHHbLIX JAHHbLIX
M3genve cooTBeTCTBYtOT Tpeb6oBaHMam EN  ISO 13485 MegmumHckoe
obopyzoBaHue - CucTeMa MeHeDKMeHTa KadectBa - TpeboBaHVA [yiA
HOPMaTVBHbIX Le/ieil. To/HBbIA CCOK MPUMEHVMBIX CTAaHAAPTOB AOCTYMEH HO
3anpocy.

19. MOPAAOK N YC/IOBUA YTUITN3AUNN TN YHNYTOXEHNA
M

V3nenvie oTHOCUTCA KKraccy B BCOOTBETCTBUM C KriacCmKaLel MeOULIMHCKX
OTXOLOB. HesarpssHeHHas yrakoBKa 1 NPUHaAIEXHOCTU OTHOCUTCA K Kaccy A B
COOTBETCTBUM C KraccudmKaLen MeavLMHCKMX 0TX0A0B. ocne meronb3oBaHms
M3LEMe N ero YrMakoBKYy HeoOXOAMMO YTWIM3MPOBaTb B COOTBETCTBUM C
MECTHEAMM  HOopMamn — corflacHo  TpebosaHusiM  CaHlvH - A L1.7.A790-10
roCyaPCTBEHHbIMU TPEO0BAHMSMM.

20. TAPAHTUA N PEK/TAMALINA

Mpon3BoauTeslb He GepeT Ha Cebs HUKAKUX [OMOSHUTESIbHBIX TapaHTUHBIX
00513aTe/NbCTB, 3a UCK/OHEHVEM Te.X, KOTOPbIe KOPUANYECKU YTBEPXKIEHD.
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The manufacturers Risk Management process is in accordance with EN
ISO 14971:2012. For more detailed information see attached reports.

18. INFORMATION ON THE TESTS CARRIED OUT, TEST
REPORTS, ANALYSIS OF THE OBTAINED DATA

Devices meet requirements EN 1SO 13485 Medical device - Quality
management system - Requirements for regulatory purposes. A full list
of applicable standards is available upon request.

19. MD DISPOSAL RULES AND CONDITIONS

The product is classified as Class B according to the Medical Waste
Classification. The uncontaminated packaging and accessories are
classified as class A according to the classification of medical waste.
After use. the product and its packaging must be disposed of in
accordance with local regulations as required by SanPin 2.1.7.2790-10
and national requirements.

20. WARRANTY

The manufacturer does not assume any additional warranty obligations,
except those that are legally approved.
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Russian text

1 HAMMEHOBAHVE MEOVUMHCKOIo W3ge/ifna (Mm) W EFO

KNACCUNDPNKALINA

Ul HammeHoBaHne MW, mogenn nnn BapuaHTbl hcinkiiichiivi MU

AneKTpos opHopasoBbii K cucteMe VAPR a1 NpoBeAeHUS  apTPOCKOHWUYECKMX

BMELLIATE/LCTB

I. BapuaHTbl 1crnosHeHVs:

I. co BcTpoeHHoM pykosiTkoid: VAPR COOLINUESE. acrivpauyioHHb IR, M30rHyTbIl ¢

Py4YHbIM yripaBrieHveM. 135 mm;VAPR COOLPULSE. acrivpauyiOHHbIA. M30rH\TbIi
XL ¢ py'yHbM ynpasseHviem, 200 M,

Il. VIHCTpyKUMSI MO MPUMEHEHWIO - He 60/1ee 20 L.

1.2.Knaccudp|lkaups MIA

. CLUA: anekTpog oaHopasoBbih K cucteme VAPR s npoBeaeHus
APTPOCKOMNYCCKX BMELLBTENLCTB ABMAKOTCA MEAULIMHCKMA  M3fenaMmn Krnacca U B
CLUA

. EBpona: anekTpog ogHopaitoBbii K cuctemMe VAPR oS nposegeHus
APTPOCKOMNYECKNX BMELLIATENILCTB  OTHOCUTCA K Kiaccy [b B COOTBETCTBUN C
TpeboBaHMSIMM MpaBWia 9: MpeaHasHadeH [ YNpaBfeHUss WM 00MeHa 3HeprHel
NOTeHLMa/IbHO OMacHbIMK criocobamu.  cnonb3yeMblidi MapLLPYT OLIEHKM COOTBETCTBUSA
corsiacHo MpunoxeHno 11.3 kK NADD.

Tun paboder yacty CF ¢ 3aWwMTor OT paspsiga aedmbpuinsTopa (onpeaensieTcst
MCMO/b3yeMbIM COBMECTHO C M3LEMAMA FeHepaTopoM)

3awmnTta 0T ONacCHOro NMPOHWKaHMA BOAbI UK TBePAbIX YacTul: 1PXX
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English text
1 MEDICAL DEVICE (MD)
CLASSIFICATION
LL  MD name, models or variations of MD
Single use electrode for VAPR system for arthroscopic intervention:
l Options for execution:
1 with integrated handle: VAPR CoolPulse Curve Suction
Electrode with Hand Control, 135 mm; VAPR CoolPulse Cur\e
Suction Electrode XL with Integrated Handpiece with Hand

Control, 200 mm;

NAME  AM)

Il instructions for use - not more than 20 pcs.

1.2.MD classification

. US: fhe VAPR electrode are Class 11 medical devices in the
USA.

. Europe: The VAPR electrodes are Class 1lb under the
requirements of Rule 9: Intended to administer or exchange energy in
potentially hazardous ways, fhe Conformity Assessment Route used
Is in accordance with Annex 113 of the MDD.

CF operating part type with defibrillator discharge protection
(determined by the generator used in conjunction with the products)

Protection against dangerous penetration of water or solid particles:
IPXX



2. HAMEHOBAHWVE U FOPUANYECKUNIA AOPEC MPOV3BOAMTENA M/ U
YMNOJIHOMOYEHHOITO MNMPEACTABUTESTA MNMPOUN3IBOANTENA B POCCUN

PA3PABOTHNK:
«[ellbto0 Maiitek, HK.», CLIJA, DePuy Mitek. Inc., 325 Paramount Dr.. Raynham,
Massachusetts 02767. USA

NMPON3BOANTE/Ib:

«[el11bt0 Maiitek, VIHK.», CLLIA. DcPuy Milek. Inc., 325 Paramount Dr., Raynham.
Massachusetts 02767. USA

MECTA INPO3BOACTBA:

Gvrus Medical Limited. Fortan Road. St. Mellons. Cardiff. 13k CG Olt, Great Britain.
Medos International SARL, Chemin Blanc 38, Le !x)cle, Cl 1-2400, Switzerland.

YMO/THOMOYEHHOW NMPEACTABUTE/1b MPOU3BOAUTE.TA B POCCU:
OO0 «[IHKOHCOH & [IXoHCOH». 121614. 1. MockBa, yn. Kpbliatckas, 4. 17. kopu. 2.
Ten. +7(495)580-7777

RA-INJRU-RZNAMTS.JNJ.com

3. HASBHAYEHME MEAVNUMHCKOIo W3OEINA N MHOOPMALUNA OB
MNOTEHUWAJIbHBIX MOTPEBUTENAX MA
OnekTpos ofHopasoBbl K cuctemMe VAPR [ona npoBefeHUA  apTPOCKOMAYCCKUX
BVELLIATE/IbCTB MpeAHasHaYeH 415 pe3eKUmy, abnsauyim 1 OTCEUYEHNA MSTKUX TKaHei.
reMocTasa KpOBEHOCHbIX COCY[OB W KOAry/isiuy MsSrkuX TKaHeid Y MalyieHToB.
HY>KOAIOLLWIXCA B @pTPOCKOMUYECKON XUPYPrv KOJSIEHHOIO, M/1Ie4eBOro, 6espeHHoro.
r0MIEHOCTOMHOr O, JIOKTEBOIO U 3aMnsiCTHOIO CyCTaBoB.
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2. NAME AM) LEGAL ADDRESS OF MANUFACTURER
AND AUTHORIZED REPRESENTATIVE IN RUSSIAN
FEDERATION

DEVELOPER:
DePuy Mitek, Inc.. 325 Paramount Dr.. Raynham. Massachusetts
02767. USA

MANUFACTURER:

DePuy Mitek, Inc., 325 Paramount Dr.. Raynham. Massachusetts
02767. USA

PLACES OF PRODUCTION:

Gyrus Medical Limited. Fortan Road. St. Mellons, Cardiff. Uk CG
Olt. Great Britain.

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

AUTHORIZED REPRESENTATIVE OF THE

MANUFACTURER IN RUSSIA:

Johnson & Johnson LLC.

121614. Moscow, Krylatskaya str., 17/2.

‘fel. 47 (495) 580-7777

RA-JNJRU-RZN"a).I TS.JNJ.com

3. INTENDED USE AND INFORMATION ON POTENTIAL
USERS OF MI)

Single use electrode for VAPR system for arthroscopic interventions

are intended for resection, ablation and excision of soft tissue.

hemostasis of blood vessels and coagulation of soft tissue in patients

requiring arthroscopic surgery of the knee, shoulder, hip. ankle, elbow.

and wrist.



MorennHanbHbIC NOTpebuTeNn MU

M3penve npegHasHayveHo [/ UCMOMb30BaHUA B XMPYPrUYECKUX YCIOBUAX MEPCOHasIoM,
00y4eHHbIM apTPOCKOMHYECKVM NpoLiefypam. Becb nepcoHas, paboTatoLLyii C U3ae/EM,
[O/DKEH TMO/THOCTLIO 3HATb WHCTPYKUMW MO 3KCrvlyara[lm 1, ecriv  MPUMEHNMO,
XVPYpruyeckuie npoueaypbl.

Ycnosusa npumeneHuaixkennyarauHn M

BnaxHocTb 30- 75%
"emnepaTypa OT1+10°C po+40°C
[aBneHvie 70- 106 KR

4. ONMNCAHNE OCHOBHbIX ®YHKUMNOHA/IbHbIX S/TEMEHTOB MU

4.1. Obuee onncaHne hyHKUMOHA/IbHbIX 3/IEMeHToB .M

AnekTpog 0aHopasoBbli K cucteMe VAPR [ npoBefeHUst  apTPOCKOMMYECKUX
BMELLIATE/NLCTB MOXET UMETb WM He MMETb acrUpPaLyIOHHYHO (yHKLMHO.

Co BCTpoeHHON pykoATkoin: VAPR COOLPULSE, acnupaunoHHbIA, N30MHYTbIN C
pyYHbIM yripaBsieHnem, 135 MM 1 co BCTpPOeHHOM pykosTKkoi: VAPR COOLPULSE,
acnupaumoHHbIN, N30rHyTbIn XL ¢ py4HbIM ynpaB.LeHreM, 200 MM

Co BCTpoeHHOM pykosiTko: VAPR COOLPULSE. acrivpauyioHHbIA, U30rHYTbIi C pyYHbIM
ynpaeneHeM. 135 MM UK cO BCTpoeHHON pykostko: VAPR COOLPULSE,
acnMpaLMoHHbIA, M30rHyTbIA XL ¢ py'uHbM ynpasneHvem, 200 MM — 3TO M3aemnsa anst
absALUMM MArKUX TKaHe 1 remocTasa/Koarynsauym. npegHasHadeHHble 415 MpUMeHeHNs ¢
cuctemorn VAPR [/ MpoBefeHUA  apTPOCKOMWUYECKUX — BMELLATENLCTB.  W3aenve
NPEACTaB/AET COO0M LIENbHbINA 3M1IEKTPO/, CO BCTPOEHHON PYKOSITKOI, BK/HOHAOLLMIA B Ce0S
Kabeslb 1 MEOLLMIA (PYHKUMKO acripauyin (pUCyHOK 1), PyHKUMA acnvpaLmn rMoBbILLaeT
3PheKTUBHOCTL 3/1EKTPOAA M pacLLMpSieT (yHKUMOHaT CUCTeMbl 6narofaps yaaneHuo
My3bIpbKOB M OCTATKOB TKaHel, MOsBMBLLMXCA B pesysibTare paboTbl B MeCTe
XVUPYPrUYeCKOro  BMeLLIATENIbCTBA.  JJIEKTPOL, WMEET  KPYI/blA  HAKOHEYHUK 1B
HEPXXaBEHOLLEN CTa/M AMaMeTpoM 3.2 MM U MATb acrpaloHELLIX OTBEPCTUIA (PUCYHOK 2).
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Potential users of MD

The device is intended to be used in a surgical selling by personnel
irained in arthroscopic procedures. All personnel handling the device
should be fully aware of the inslruclions for use and. if applicable, the
surgical procedures.

Use/operation conditions of Ml)

Humidity 30-75%
Temperature From+10°C to #40*C
Pressure 70-106kPa

4. DESCRIPTION OK MAIN FUNCTIONAL ELEMENTS OF
MD
4.1. (Jeneral description of functional elements of MD

Single use electrodes for VAPR system for arthroscopic interventions
can be with or without suction function.

With integrated handpiece: VAPR CoolPulse Curve Suction
Electrode with Hand Control, 135 mm and VAPR CoolPulse
Curve Suction Electrode XL with Integrated Handpiece and Hand
Control, 200 mm

With integrated handpiece: VAPR CoolPulse Curve Suction Electrode
with Hand Control, 135 mm and VAPR CoolPulse Curve Suction
Electrode XL with Integrated Handpiece and Hand Control. 200 mm
are soft tissue ablation and hemostasis/coagulation devices intended
for use with V.APR system for arthroscopic interv'entions. The
electrode is a one-piece electrode with integrated handpiece including
cable and suction capabilities (Figure 1). The suction capabilities
enhance the efficiency of the electrode and extend the utility of the



KOHCTPYKUMSI HakOHeYHVKa WMEET Yrosl Hak/oHa 68° u obpalleHa Briepes. dvamenp
cTepkHsA coctae/isieT 4,00 mm. CraHzapTHan paboYast J/imHa CTepykHA cocTasiseT 135 M
(Ra cuMTaeTcA NOAXoAsALLEA, OCOGEHHO MpY HeoOXOAMMOCTM MO/yYeHUss AocTyrna K
NHOObIM @HATOMMYECKVM CTPYKTYPa.M KOJIEHHOMO CycTaBa. 3Ta [J/IMHa Takke SB/SeTCs
[OCTaTOMHOM MpY NPOBEAEHUM BOMbLUMHCTBA MPOLEAyp Ha TasobefpeHHOM CycTase.
CrepkeHb (XL, aKcTpa-60/1bLLUoi) g/mHon 200 MM NO;LLOASIET MOMYYMTb AOCTYN K/1H00bIM
CTPYKTYpam Tazo6eapeHHOro cyc Taga (pUCcyHoK 3). JeKTPo MMEET 3Py Mapbl KHOMOK Y
BCTPOEHHbIA Py4YHON KOHTPO/Tb: KHOMKX PacriofiokeHbl Ha PYKOSITKE TakuM 00pasoMm,
4300b1 XVPYPI BbOpaT NMPeAnoYTUTE IbHBIA 3aXBaT. Y U3AENMS TOT Xke (lyHKLUMOHa, YTo U
y 3nekTpoga VAPR TriPolar. acnvpauyonHoro, nogyrsiom 90°, co BCTPOEHHOM PyKOSITKON.
Anektpoabl VAPR COOLPULSE acnvpaLyoHHbIe, M30rHYThIe, CO BCTPOEHHOM PYKOSTTKOI
N PyYHbIM YMPaB/IEHVEM UMEHOT Ty XXe (DyHKUMIO KOHTPO/IS MOTOKa, YTO U C paboqeit
4acTbio Ha KoHLE: VAPR TRIPOLAR, acrivpauyoHHbIA, nog yrsiom 90°. co BCTPOEHHOM
PYKOSITKOM U py4HbIM YTIpaB/ieHeM (PUCYHOK 4).
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system by assisting inthe removal of bubbles and debris created during
activation within the operating site. The electrode has a 3.2 mm round
stainless steel tip with five suction holes (Figure 2). The tip design is
68° angled with a foward-facing tip. The shaft diameter is 4.00 mm.
I'ne working length of the shaft is 135 mm for the standard length,
which is considered appropriate especially to reach all knee anatomy
with sufficient length for majority of hip procedures. A 200 mm shaft
length, the XL (extra large) version, is provided to reach all hip
anatomy (Figure 3). The electrode has three pairs of tw™ buttons
integrated handcontrol capabilities mounted on the handle for
surgeons’ preferences with the same functions as for With a working
pail at the end: VAPR TriPolar 90 Suction Electrode with Integrated
Handpiece and Hand Controls. VAPR CoolPulse Curve Suction
Electrodes with Integrated Handpiece and Hand Control feature the
same Flow Control mechanism as With a working part at the end:
VAPR TriPolar 90 Suction Electrode with Integrated Handpiece and
Hand Controls (Figure 4).




KOHTaKTHbI

pazbem /
Connector AcnmpauyioHHas
Tpybka/ Suction
Tube
Ka6enb/ Cable
KHOMKm pyyHoro Pykositka / Handle
ynpasneHus/ Hand
control buttons
CTepkeHb
Pabounii HakOHEUYHMK / anekTpoga/
Working Tip Electrode Shaft

PucyHok 1. Anektpog VAPR COOLPULSE, acnmpaLyoHHbIA, U30rHYTbIA, CO BCTPOEHHON PYKOSITKOM 1 PyYHbIM YripaB/ieHeM /
Figure 1 VAPR CoolPulse Curve Suction Electrode with Integrated Handpiece and Hand Control
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PucyHoK 2. HakoHeuHVK anekTpoga VAPR COOLPULSE. acnmpauyioHHOro, M30M1yToro, CO BCTPOEHHOM PYKOSITKOM U PyYHLIM YripaB/ieHvem /
Figure 2 Tip of VAPR CoolPulse Curve Suction Electrode with Integrated Handpiece and Hand Control

PucyHok 3. Co BcTpoeHHo pykosiTkoid: VAPR COOI-PULSE, acnmpauyoHHbIn, 13orHyTbin XL ¢ pydHbIM yrpasieHvem, 200 MM (BEPXHWIA): CO BCTPOEHHOM
pykosiTkoin: VAPR COOLIMULSE. acrivpaLoHHbIi, U30THYThIM C PyYHbIM yrpaseHvieM. 135 My (HDKHWIA) /

Figure 3. VAPR CoolPulse Curve Suction Electrode XL with Integrated Handpiece and Hand Control, 200 mm (top); With integrated handpiece: VAPR CoolPulse
Curve Suction Electrode with Hand Control. 135 mm (bottom)

PucyHok 4. PyuHoe ynpasneHue anekTpoga VAPR COOLPULSE. acnvpalyioHHOro, U30rHyTOro, CO BCTPOEHHOM PYKOSITKON U PyYHbIM YrpaB/ieHem /
Figure 4, Hand control of VAPR CoolPulse Curve Suction Electrode with Integrated Handpiece and Iland Control
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5.2.MpoTHBOMOKa3aH111 5.2.Contraindications
AnekTpog ofHopasoBblii K cucTeme VAPR s npoeeaeHust  apTpockonmdeckux — Single use electrode for VAPR system for arthroscopic interventions

BMELLIATE/ILCTB MPOTVBOMOKA3aH: arc contraindicated in:
e BC/lyYae /o0bIX He apTPOCKOMUYECKUX XMPYPIrYeCKUX NMPOLEeayp:
* Yy MalMeHTOB C  KApAMOCTVMY/IITOPAMA WM [pYrMKA  IEKTPOHHBIMYA * any non-arthroscopic surgical procedure;
VUMI/TaHTaTaM; e patients with heart pacemakers or other electronic device
* Y MaUWEeHTOB, KOTOPbIM M0 J1K060 MPUYMHE MPOTVBOMOKAa3aHb! apTPOCKOMNMUYECKYe implants;
NpoLeaypbl XMPYPrmveckime BVELLATE/TbCTBA. » patients for whom arthroscopic procedures are contraindicated
for any reason.
5.3.TMo60uUHbIe 3PEKTDI 5.3.Adverse effects

Bce noGouHble 3dipeKTbl OTHOCATCA K m3genmio  mcronbByeMomy coBmecTHo ¢ All adverse effects arc related to the product used in conjunction with
3MeKTpojaM ofHopasoBbIMM K cucreMe VAPR a1 npoBeneHUst aprpockonmyeckinx — single use electrodes for VAPR system for arthroscopic interventions
BMeLLIATE/bCTB.

6. TEXHNUHECKUME XAPAKTEPUCTUKWM MW / 6. TECHNICAL CHARACTERISTICS OF MD

Vicnonbayiite gonyck 5% 41 BCeX 3HaYEHIA, EC/IN HC YKa3aHO VHOe.
Use 5%tolerance for all values unless otherwise noted.

Tab.Tyua 1./Table 1

MapmKHbIA Hapy>kHbI!! 3hdeKrHBHasA 4NHa paboyeit YacTu [nnra
anameTp BblicoTa paboyero anameTp anekTpoja (cocTouT H3 paboyero ACTHPALLIOHHUH JnvHa
lii)iQuiciioB:imic / Name BO3BPATHOrO HaKOHeYHMKa CTEPXKHSA HaKOHeYHVKa, BO3BPATHOIO SHEKTpF)Aa n Tpy6ikv / Suction PYKOATKM /
' )lelkcrpoga / 3.lek*Tpoga/ Distal anekTpopa/ cTepXxHs anekTpoga) / Electrode working part Tube working Handle working
Return Electrode Straight Height Electrode Shaft (consists of a Working Tip, Return Electrode length length
oD oD and a Shaft) working length
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Co BCTPOEHHOW PyKOSTKON:
VAPR COOLPULSE,
acrnMpanmoHHbIH.
W30THYTbI C PyYHbIM
yrnpasneHvem, 135 My /

With integrated handpiece: 4.00£0,05 MM 31401 MM 4,3+0,05 MM 13542 MM 388+3 MM 181+0,2 MM
VAPR CoolPulse Curve

Suction Electrode with Hand
Control. 135 mm

Co BCTPOEHHO PYKOSITKON:
VAPR COOLPULSE,
acrnupauynoHHbIA,
M30rHyThIN XL ¢ pyYHbIM
ynpasneHnem. 200 Mv /
4.00+0.05 MM 3.1+0,1 MM 4.30+0.03 MM 200+2 MM 388+3 MM 181+0.2 MM
With integrated handpiece:
VAPR CoolPulse Curve
Suction Electrode XL with
Integrated Handpiece with
Hand Control, 200 mm
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Tabnuua 2./ Table 2.

3apaHHas no
yMo/14aHuo AOnameTp C'vina BcacbIBaHUs
. . dopma paboueto , o . o
HsuiMeHOBamie/ Temnepatypa / HAKOHEUHUK/ COBMECTVMOIA acnupanHoOHKOM Pacxof, hnn10n1ornyeckolo paci Bopa B acnvpaLMoHHOW TpyoKe
Name Default Set Working Tip shape KaHtonm / Tpy6bKmM / Suction / Suction Tube saline flow rate
Temp Cannula diametr ~ Tube suction force
Co BCTPOEHHOIA
pykositkoii: VAPR
COOLPULSE, Pacxog hm31onornyeckoro pacteopa npu NOSIHOCTbIO OTKPLITO.M
aCTMPAUMOHHBI. NMOTOKOBOM KriaraHe A0/HKeH cocTassAaTb oT 300 mi/ MuH 1o 600
MSOFHYTBI C PYUHBIM Cwna acvpaLymn M1/ MUH (Npw gaeneHn 700 MM pT.)
ynpasfeHnem,135 3aBUCUT o »
v/ OCHOBHOIO
. MuH. 6,5 MVI/ 0bopyaoBaHNS
With integrated N/A Nsornyteiii / (‘urve Min. 6.5mm -
handpiece: VAPR The suction ~ power Saline flow rate with flow control in maximum position to be
CoolPulse Curve depends on the VAPR between 300 ml.min-1 (min.) and 600 ml.inin-1
Suction Electrode system
with Hand Control, with suction at
135 mm
700 mmHa
Co BCTPOEHHOIA Cwuna acnupaupmm Pacxop (hm3monornyeckoro pactsopa npuy nosIHOCTHHO OTKPbITOM
pykosiTkoii; VAPR 3aBUCUT OT MOTOKOBOM KriariaHe Jo/keH cocTasnsAaTb oT 300 mn / MyH fo 600
COOLPULSE, OCHOBHOI0O M/ MuH (Npw AasneHyn 700 MM PT.)
acnypaLyoHHbIN, WsorHyTeiii XL / MuH. 6,5 MVI/ 0bopy/oBaHMs
MSOTHYTBINA XL ¢ N/A Curve XL Min. 6.5mm
PYUHBIM The suction power ) ) ] ) N
VTIDaBIIEHMEM, 200 depends on the VAPR Saline flow rate_W|th f|(-)W control in maximum position to be
vl system between 300 ml.min-1 (min.) and 600 ml.min * with suction at 700

mmHa
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With integrated
handpiece: VAPR
CoolPulse Curve
Suction Electrode XL
with Integrated
Handpiece with) land
Control, 200 mm

'Mabnuua 3. / Table 3.

HauMeHoBanme/ MOLLHOCTE B peXkume absLwLL MOLLIHOCTb B pexume MakcumasibHas MOLLHOCTL B MakcrManbHask MOLLHOCTb B PEXMUME
Name no ymonyanuio / Default ablate Koaryssyum rno ymonyaumio / pexume abnsauumn / Maximum koarynauum / Maximum Default coagulate
power Default coagulate power Default ablate power power

Co BCTPOEHHOIA
pykosiTKoii: VAPR
COOLPUI.SF,
acnupayuoHHbIi,
WOTHYTbI/ C PyYHbIM

ynpaBneHunem. 135 mm/

W ith integrated
handpiece. V.APR

CoolPulsc Ciir\'c Suction 200 Bi/4 Bi (PacwupeHtbiii
: f X)BT/3 BT 260 BT/5 BT 100 BT/4 BT
lilectrode will Hand pexiTm/cTallnapTubl i)

Control. 135 mm

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



Co BCTPOEHHOW
pyKosiTKOi; VAPR
COOL.PULSK.
ACHHPaWUOHHBI,
M30THYTbIA XL C pyYHbIM

ynpasnexuem, 200 mm /
200 Bi/4 Br (PaclwupeHHblt

8(1 BT/3 BT 260 BT/5 BT 100 BT/4 BT
- PeXMM/CTOHNAPTH blii)
Wi ith integrated

handpiece: VAPR
CoolPulse Curve Suction
Electrode X 1. with
Integrated Handpiece with

Hand Control, 200 mm
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7. VNHOPOPMAUUMA O JIEKAPCTBEHHbIX TIPEMNAPATAX W (W) 7. INFORMATION ABOUT MEDICINES AND (OR)

PAPMALIEBTNYECKNX CYBECTAHUNAX B COCTABE M PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
WIN. Vi3genve He COAepXXUT JIEKaPCTBEHHBLIX MperiapatoB 1 (W) dapmauestndeckux  Not applicable. Devices do not interact with medicinal and / or
CcybCTaHLMIA. phannaceutical substances.

8. MEPEYEHb MATEPUAJIOB XXIBOTHOI'O U (M/11) HENOBEYECKOIO 8.LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN

MPONCXOXXOEHNA ORIGIN

HM. W3genve He cogepXuT MaTepranioB XwmBoTHOro U (W) uyenosedeckoro  Not applicable. This device does not contain materials of animal and /
MPOVICXOXAEHA. or human origin.

9. MH®OPMALIA O MNMPOLECCE MNMPOEKTVPOBAHKNA, PASBPABOTKE 9. INFORMATION ABOUT DESIGNING, ENGINEERINCI,
BANVIOALN NMPOIrPAMMHOIO OBECINEYEHUNA, NCIMNOJIb3YEMOIO B AND VALIDATION OF SOFTWARE USED IN MI)

M

1(enpriMcHMMO. Not applicable.

K). TPEBOBAHVA BE3OMNACHOCTU N 3PPEKTVIBHOCT M 10. MD SAFETY AND EFFECTIVENESS REQUIREMENTS

Co BcTpoeHHON pykosiTKo: VAPR COOLPULSE, acnvpuLHOHHBIA, n30orHyTbin ¢ With integrated handpiece: VAPR CoolPulse Curve Suction
PY4HbIM yripaBrieHveM, 135 MM H cO BCTPoeHHOI pykosiTkoii: VAPR COOLPULSE, Electrode with Hand Control, 135 nim and VAPR CoolPulse

aciiiipauiioiiiibiii, n3orHyTbIn XL ¢ py4HbIM ynpasreHvem, 200 Mm Curve Suction Electrode XL with Integrated Handpiece and Hand
MNPEAOCTEPEXXEHUA Control, 200 mm

. Oriepypytolmic -~ XMpypr — [O/DKEH  XOpOLLO — B/afeTb  apTPOCKOMUYECKMM

XNPYPrUYECKMU TEXHNKAMA. WARNINGS

. CM. pPyKOBOACTBO MO I3KCrU/lyaTauuy, B KOTOPOM MpuvBedeHbl rMolaroBble ¢ The operator should be experienced in arthroscopic surgical
VHCTPYKUMX 10 cOOpKe WM HadasibHO npoBepke cucTembl VAPR s niposegeHus  technigues.

aPTPOCKOMNYECKNX BMELLIATESLCTB. * Please refer to the user manual for step-by-step instructions regarding
. Kak 1 B C/lydae CO BCEMM 3/ICKTPOXMPYPruYecKUMM M3aemamy, 3anpelaetca  the assembly and initial system check of the VAPR VUE system.

MCNO/Mb30BaTh U3AE/NE B NMPUCYTCTBMAN BOCTUTA.MEHSIIOLLIXCA aHee3eTUKOB. okucstopmx ¢ As with all electrosurgical devices, do not use in the presence of
flammable anesthetics, oxidizing gases or other flammable substances:
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rasoB WM Jpyrx roprovmnx BELLECTB, MOCKOSbKY 3/1EKTPOXMPYPIrMYeCKOoe U3LENie MOXET
AB/MATLCA UCTOYHMKOM BO3rOpaHusi.

. 3anpeLpeTca  UCMoMb30BaTb  M3feNMe B MPUCYTCTBAM  BOCTUIAMEHSIOLLIXCA
AHECTETUKOB M OKMCNSIOLMX rasoB (TakmMX Kak 3akucb asota (N20) m kvcniopog) wm
BOM3M NEryUMX PacTBOpUTESIeN (TakiX Kakatmp Win CrMpT), MOCKO/bKY B TaKOM C/Tyuae
BO3MOXEH B3PbB.

. He pacnojiai aifTe MHCTPYMEHTbI BO3/lE WM B HEMNOCPEACTBEHHO.M KOHTaKTe ¢
BOCTU/TAMEHSIIOLLIMMCA MaTepuasiaMmn (TaKUM KaK Majyisl WM XVPYPriMveckue npocTbIHK).
AK3/BUPOBaHHblE WM HarpeTble Moc/e NPOUedypbl 3MEKTPoAbl  MOMT  BbBBATb
BO3ropaHvie.

. C OCTOPOXHOCTbIO BBOAMTE W UM3B/IEKATE 3M1EKTPOAbl, YTOObI UCK/IOHMTD
BO3MOXK{bE MOBPEXAEHUA U34S  WWIM  HaHeCeHVie Bpeja MaLMeHTy  win
XVIPYPrYECKOMY MEepCOHaTy.

. Y[0CTOBEPbLTECH, YTO MPUTOK M OFTOK XMAKOC TN HAXOAUTCA Ma JO/DKHOM YPOBHE
N 3MIEKTPOf, aKTUBMPYETCA TOMbKO B MPUCYICTBAM  TOKOMPOBOASALLIEr0 OpOLLIAOLLIEr0
pacTeopa (Hanpuymep, pacTBopa X/opypa Hatpus Wi PuHrepa-naktara). [MpymveHeHve
paaVio4acTOTHOM 3HEPr N C HEMOAXOAALLMIM PacTBOPOM /19 OPOLLIEHWS MOXKET MPUBECTU K
MeperpeBy XXWAKOCTU C MOC/EAYHOLLIMIA OXKOraM KOXM BTOUKeE A0CTYNa Wi PSOM C e,
aTaKkKe MOXKET MPYBECTU K MOBPEXKAEHWIO HAKOHEUHMKA 3/1EKTPOA.

. 3anpeLgeTca MPUBOAUTL 3MIEKTPOS, B paboyee COCTOSIHME, KOrAa OH He HaxoauTest
B KOHTaKTE C LE/IEBOM TKaHbHO, TaK KaK 3TO MOXET CTaTb npuumnHoii  KOH et)caropt-ori
CBS31 C IPYTrVIM XVPYPryecKUM 060pyLOBaHVIEM.

. 3anpelLipeTcs HafoNro 1 6e3 HafloBHOCTM OCTaB/IATb 30H[, BK/IKOHEHHbIM, Tak Kak
OpOLLIAKOLLIAA YKUAKOCTb MeperpeBaeTcs, W 3TO MOXET BbBBaTb HernpegHaMepeHHoe
NOBPEXEHVE TKaHe. AKTMBALMA 30HA4A B PeXXMME MaKCUMa/IbHOM MOLLHOCTM B TeYeHMe
[/TeNIbHOrO Mepuofa BPeMeHN BO BpeMsl HACTPOMKM HU3KOM0 pacxofa OpOLLAOLLIEN
YXMIKOCTU C MOMOLLBHO KOHTPO/bIOL0 KriaraHa MOXET MPUBECTU K HArpeBaHMIO CTEXKHS
M acivpaLyoHHbIX Tpy6ok Ao 49 °C. He goTparvBaiiTech 40 HaKOHEYHVIKA 3MeKTPOfA,
HaxXOALLIErocs Mog, HarpsiKeHVEM.

. My NPOBeaEHNM 3MEKTPOXMPYPIMYECKON MPOLeypPbl MaLUMEHT HC JO/DKEH UMETb
MPSIMOro KOHTaKTa C 3a3eM/IeHHbIMM MeTa/IMHeCK/MM 06beKTamMy. CrydaliHbIil KOHTaKT ¢
nauyieHToM, Korfa cuctema VAPR s npoBefeHVst apTPOCKOMUYECKUX BMeTare/bCra
HaXOTCA B EVCTBUM, MOXET MPUBECTN K OXOram.
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an clectrosurgical device has the potential for providing a source of
ignition.

» Do not use in the presence of flammable anesthetics or oxidizing
gases (such as nitrous oxide (N20) and oxygen), or close to volatile
solvents (such as ether or alcohol), as explosion may occur.

* Do not place instruments near, or in contact with flammable materials
(such as gauze or surgical drapes). Instruments that are activated or hot
from use may cause a tirc.

* Carefully insert and withdraw electrodes to avoid possible damage to
the device and/or injury to the patient or surgical personnel.

« ensure that fluid inflow and outflow is adequate and that the electrode
Is activated only when surrounded by conductive irrigant solution (e.g..
saline or Ringer's Lactate). The use of RF energy with inadequate
irrigation may overheat the fluid enough to cause skin burns at or near
the access site and may result in damage to the electrode tip assembly.
* Do not activate the instrument when not in contact with target tissue,
as this may cause injuries due to capacitive coupling with other
surgical equipment.

* Do not activate the probe for unnecessary and prolonged periods, as
irrigant overheating and tissue damage may result. Prolonged probe
activation at maximum power while adjusting irrigant flow via the flow
control valve to a low How rate may cause the shaft and suction tubing
to reach temperatures of up to 49°C. Do not touch the electrode lip
when power is being applied.

» During an clectrosurgical procedure, do not allow the patient to come
into direct contact with grounded metal objects. Inadvertent contact
with the patient when the VAPR system is activated may result in
burrs.

* Observe extreme caution when using eleclrosurgcry devices in close
proximity to, or in direct contact with, any metal objects. Most
arthroscopes and arthroscopic instruments arc metal. Do not activate
the electrode while any portion of the electrode lip is in contact with
metal objects or instruments. Doing so may result in unintended injury’



. Cobrogarite KpaviHIot0 OCTOPOXKHOCTb npw CM0/b30BaHUN
AMEKTPOXUPYPINYECKHX M3LE/NNIA B HEMOCPEACTBEHHOM 6/IM30CTU WM B MPSIMOM KOHTaKTe
C J/HoObIMA  METVIMYECKUMM  MpefveTamMn.  BOMbIMMHCTBO — apTPOCKOHOB U
aPTPOCKOMNYECKUX NHCTPYMEHTOB - MeTa/VIMYECKVe. 3arpeLLaeTcs NPUBOAUTE 3/IEKTPOS,
B paboyee COCTOSIHME, MOKA KaKas-nnbo YaCTb ero HaKOHEYHMKA HaXOaUTCS B KOHTaKTe C
MET/VIMYECKMN 0OBEKTaMM WM MHCTPYMeHTaMW. HapyLLieH e 3TOro NpesocTepeskeHns
MOXer MpVBECTM K HenpegHaMepeHHOMY  HaHeCceHUo TpaBM  MauyeHTy  wm
XVIPYPrUYeCKOMy  MepcoHasly  Wwin  MOBPEXOEHWMIO  3MIeKTpoda  Www  fpyroro
o6opyaoBaHuS.

. HeHy>kHOe WM C/IMLLIKOM [I0/NT0e HaXOXKAEHWE 3/1eKTpoza B paboyem COCTOSAHUA BO
BpeMA U MeXOy MPUMEHEHVEM Ha TKaHAX MOXET MPUBECTU K HerpeaHa.MepeHHbIM
TpaBMaM.

. 3anpeLpeTcs UCMonb30BaTb MOBTOPHO M3aerms ¢ nomeTkoin SINGLE USE (/1A
OOHOPA30BOI O CIOB30B.AHNA). JaHHbIe 138ennsa npefHa3HaueHb! TOMbKO 1A
0[HOPa30BOro 1CM0/b30BaHNA MW He  pa3paboTaHbl [y MOBTOPHOIO
CMO/b30BaHUS/MOBTOPHO CTepun3auyn. MOBTOPHOE MCMO/Ib30BaHWE MOXET MOB/eYb
N3MEHEHVEe XapaKTePUCTVIK MaTepriaria, TakX Kak KOpposvs MeTasvia U 3aTyrieHre KPaes,
fechiopMaLMs WM pacc/ioeHUe  KepaMUYeCKUX W M/1aCTUKOBBLIX YacTeld, UTO MOXET
MoB/MSATL Ma OOLLYHO TMPOYHOCTb W3AEMMA W YXYOLWWTb ero  3KCrylyaralyoHHble
XapaKTepUCTUKW. TTOBTOPHOE UCMO/b30BaHWE OAHOPA30BbIX MBLE/NIA  Takoke MOXET
rpvBECTV K MEepeKpPECTHOMY 3arpsi3HEHMIO C MOC/IEAYHOLLMM MH(PULIMPOBAHVEM MaLyieHsa.
3TN PUCKN BIMSKOT Ha 6e30MacHOCTb MaLyeHTa.

. [NoBTOpHaA CTepuIM3aLMA B aBTOK/AaBE MOXET MPUBECTUN K KOPOTKVM 3aMbIKaHMSM
B O/I0Ke pPy4yHOro YnpaB/ieHUsi, YTO MPWBEAET K HemnpefHaMepeHHOMY BK/IHOYEHIHO
3/1eKTPOa B TOT MOMEHT, KOrZa ero rnogk/iroHatoT K i eHeparopy.

. V136eraiite NPYKOCHOBEHWSI K AMUCTa/TbHOMY KOHLYY MHCTPYMeHTa (KepammyecKoMy
V30NATOPY WM META/VTNHECKOMY aKTVUBHOMY YYaCcTKy) NasibLaMA WM UHCTPYMEHTaM.

. HenpegHamvepeHHas — aktvBaumMa WM [BWDKEHME  aKTVMBHOMO  3/1eKTpoja
0AHopa3oBoro K cucteme VAPR [/ MpoBeaeHUS: aprpOCKOHNYECKMX BMELLIATENLCTB 32
npesenamni rona 3peHnst MOXKET MPUBECTU K TpaBMaM Yy MauyernTa W roBpeXxaeHVsM
HaKOHEYHMKA 3/1eKTpoLa.

. Vicrnonb3yst apTPOCKOMUYECKUIA KOHTPO/b, YOeaAMTeCh, YTO 3/1EKTPOL BO Bpewms
aKTVBaLWM  MOMIHOCTLIO  MOrpyXeH B MPOBOAALLMA  UPPUIaLMOHHbLIA  pacTBop.

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

to the patient or surgical personnel and/or damage to the electrode
and/or other equipment.

 Unnecessary and prolonged activation ol the electrode during and
between tissue applications may result in unintended injury’.

* Do not reuse any accessories labeled as SINGLE USE. Tliese
products are for single-use only and are not designed to be rc-used/re-
sterilized. Reprocessing may lead to changes in material characteristics
such as metallic corrosion and dulled edges, ceramic and plastic
defon”ation, or splitting, which may impact the strength of the device
and compromise device performance. Reprocessing of single use
devices can also cause cross-contamination leading to patient
infection. These risks may potentially affect patient safety.

* Re-sterilization by autoclave may cause a hand control short-circuit
resulting in inadvertent activation when the electrode is connected to
the generator.

* Avoid touching the distal tip of the instrument (ceramic insulator or
metal active component) with fingers or instruments.

* Inadvertent activation or movement of an active VAPR electrode
outside the field of vision may result in patient injury and damage to
the electrode tip assembly.

» Using arthroscopic guidance, ensure that the electrode is completely
immersed in conductive irrigant solution during use. Failure to
completely immerse in irrigant solution so may result in electrode tip
damage.

* Avoid bubble accumulation in the joint space during use. The
accumulation of bubbles around the electrode diminishes performance
and may produce overheating sufficient to damage adjacent structures
or the electrode tip assembly.

* Do not wrap handpiece, footswitch or generator power cables around
metal objects. Wrapping cables around metal objects may induce
currents that could lead to electric shock, fire, or injury to patient
and/or surgical personnel.



HeBbINoSHeHVE MOHOMO MOMPY)KEHUSI B UPPUIaLMOHHbBIA pacTBOP MOXET MPUBECTU K
MOBPEXAEHMIO LlaKoVeYHNKA 3M1eKTpoja.

. B Xopfe paboTbl 13berainTe CKOMVIeHUs1 My3bIpbKOB B CyCTaBHOM LLe/N. CKOrvieHve
My3bIPbKOB BOKPYI 3/IEKTPOAA CHVDKAET MPOV3BOAUTENLHOCTL M MOXET TMPUBECTU K
reperpeBy, CNOCOOHOMY MOBPEAUTL MPWIEXKALLYE TKAHN WM HAKOHEYHVIK 3/IEKTPOA.

. He HamvasblBaliTe Kabe/M aMeKTPONUTaHUA PYKOSTTKM, HOXHOW Nejaiv  win
reHeparopa BOKPYr MeTa/VIMHECKMX MpeaMeToB. [Mpyv  HamaTbiBaHWM Kabereld Ha
MeTa/VIMYeCKMe MPEAMETbI MOTYT BO3HMKATL TOKM, CMOCOOHbIE MPUBECTU K MOPaXXEHWUIO
AMEKTPUYECKM TOKOM, MOXKapy, MPUUUHEHWIO Bpea MauveHTy Winn XMpyprisdyeckomy
repcoHasy.

. JKCrvyaraups 3/1eKTpoda Mpy HU3KOM YPOBHe acrivpauy Wik ombka npu
MOAK/THOHEHMN acrMPaIXMIOHHOM TPYOKM K aCrnpaLMOHHON YCTaHOBKE COOTBETCTBYHOLLIEN
MOLLIHOCTM MOXKET MPUBECTU K 0XKOram raLyieHTa Wiv OrnepupyroLLIErO XVpypra.

. M HOPM&TTbHBIX  YCMOBUSX  SKCIVTyaTalyn  3/eKTpogbl  M3HALLMBAKOTCH B
3aBUCMOCTM OT pas/IMYHBIX (PAKTOPOB, TakMX KaK MPOAO/DKU3ENIbHOCTb UCTO/b30BaHKS,
BbICOKasA CKOPOCTb YAasieHUsi TKaHel, MPOLO/DKUATENIbHOE MPUMEHEHME HA KOCTHbIX
MOBEPXHOCTSX, MPOAO/DKUATENBHOE MPMMEHEHVE B COIEBOM  PacTBOpe, MpUMeHeHWe
HaCTPOEK MOBbILLEHHO MOLLHOCTU U MCMO/Ib30BaHVe Mpy MUHUMA/IbHOM acnvpawyn win
Ma/Io CKOPOCTM MOAaYn XMAKOCTeN. Mepruofnyeckn HeobXoAMMO NPOV3BOAUTL OLIEHKY
HaKOHeUMKa 3/1EKTPOoa Ha MPeaMeT M3HOCa W Haf/IexXalLein paboTbl. B criyydae cuibHOLO
M3HOCA 3N1EKTPOS, C/IefyeT 3aMEHUTD.

. MogknounTe  acnupauyoHHbIA - afanTep K CTaHZapTHOMY — 000pYAOBaHWIO,
nvetoLLieMycst B 60/1bHMLE. [poBepbTe, UT0ObI paspexkeHue coctasnisnio ot 300 go 700
MM.pT.CT.

. B pesynbTare 3/eKTPOXMPYPIUYECKX  MaHUMY/ISUMIA  BOSMOXKHO — MOPadKeHie
OKPY)KatOLLMX TKaHe BCMeACTBYE SATPOreHHON 3paB.Mbl

. MovblnKa COrHYTb 3/IEKTPOAbl MOXET TMPMBECTU K TMOSIOMKE 3/IeKTpoda Wi
YXYALLEHWIO €ro 3KCI/TyaTalMOHHbIX XapaKTepUCTUK.

. Ecm anekTpogbl He UCMO/b3YHOTCS, pasMveLLigiiTe MX Ha YMCTOM, CyXOW, XOPOLLIO
BUOVUMO MOBEPXHOCTW, He VMEOLUEA KOHTaKTa C MauueHToM. HenpegHavepeHHas
aKTViBaLYIA B C/lydae KOHTaKTa C MauyeHTOM MOXET MPUBECTU K OXKOraMm.

. Mepef, KaKabIM KCro/Ib30BaHYEM MPOBEPSIATE MHCTPYMEHTbI U Kabesn Ha npeaMeT
MOBPEXAEHMIA, 0C0060e BHUMaHWE YAenvB M30MAUMM  aneKTpoda. [MpoBepka MOXeET
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* Operating the electrode at minimal suction rate, or failure to attach
the suction tubing to an adequate suction source may cause themial
injury to the physician or patient.

* Electrodes will wear with normal use. dependent on factors such as
length of use. high tissue removal rale, prolonged use against bony
surfaces, prolonged use in saline, high power settings, and use with
minimal suction or fluid management. Periodically assess electrode tip
for wear and proper operation. Replace the electrode if excessive wear
is noted.

» Attach the suction adapter to standard hospital suction equipment.
Ensure that the vacuum is in the range of 300 mmUg to 700 mmHg.

» Damage to surrounding tissue through iatrogenic injury could occur,
as an effect of eiectrosurgery.

» Attempts to bend electrodes can result in electrode fracture or
degradation of electrode performance.

* When not using instruments, place them in aclean, dry. highly visible
area not in contact with the patient. Inadvertent contact with the patient
may result in burns.

e Inspect instruments and cables for damage prior to each use,
especially the insulation of electrode. Inspection may be done visually
under magnification or with a high voltage insulation testing device.
Insulation failures may result in bums or other injuries to the patient or
operator.

« The surface of the active electrode may remain hot enough to cause
burns after the RF current is deactivated.



OCYLLIECTB/IAITLCA BU3yaslbHO MY MOMOLLY YBE/MUMTENS WA MPK MOMOLLY YCTPOWICTBA,
TECTVIPYIOLLIEr0 M30/1SLUMIK0 MPUOOPOB BbICOKOr0 HanpsbkeHWst. HemcnpaBHOCTU M30/1SLMN
NMOUTT NpUBECTM KOXOram WK MHbIM TpaBMaMm MaLlyieH Ta Wi OneprpyHOLLIEro Xvipypra.

. MoBePXHOCTb aKTVIBHOIO 3/1EKTPOAA MOC/Ie OrK/OUCLIMA TOKA BbICOKOM YaCTOTb
MOXET 0CTaBaTLCA A0CTATOHMHO FOpsiveil U BbBBATH OXKOIW.
MEPbI MPEAOCTOPOXXHOCTU

. Mepen, nepBbIM MPUMEHEHVEM YOEAMNTECH, YTO BCE COAEPKUMOE WMHCTPYKLMW MO
MPYMEHEHWIO, BK/OYaA Mepbl MPeAoCTOPOXKHOCTM, MPefOCTEPEXEHNST U YKaszaHWUs 0
MCMO/b30BaHUIO, MPOYMTaHbl 1 MOHSTTHBL. Be30nacHOCTb 1 3qheKTMBHOCTL MPOBEAEHUSA
AMEKTPOXUPYPIrNYECKO onepaLyin 3aBUCUT He TOMbKO OT M3AE/MS, HO M OT (haKTOpOB,
KOTOpble KOHTPOIMPYET Mo/b30BaTeslb (CM. PyKOBOACTBO MO SKCIU/TyaTaLyn).

. ByapTe BHAMATENbHBI, KOrda B Py4HOM PEXVME M3MEHSIETE HACTPOMKM CUCTEMbI,
YCTaHOB/IEHHbIE M0 YMOMHYaHUIO. /ICNonb3yiTe MUHYMa IbHbIE HACTPOKA 1 MAHA.MaIbHOE
BPEMSI KOHTaKTa C 3KaHsMW. HeoOXoAnMble A1 AOCTVDKEHNS AO/DKHOMO XNpYpi MYECKOro
aheKTa.

. ECnm akTVBHbIA 3M1EKTPOS, He UCO/b3YETCS, Pas.MeLLIgTE ero Ha YMCTOM, CyXOi, He
TOKOMPOBOASLLIEA 1 XOPOLLIO BAAUMOIA MOBEPXHOCTY, He MMEOLLIEIA KOHTaKTa C NaLieHTOM,
[{eHpeaHamvepeHHas aKTvBaLWst B C/lydae KOHTaKTa C MaulyeHTOM MOXET MPUBECTU K
OXKOram.

. V3nniHee MPUIOXKEHVIE CWbl MOXKET MPYBECTU K MOBPEXAEHNIO HAKOHEUHMKA
aNeKTpoaA.

. eBo3MOXIK>CTb MOAEKaHMA acipaLi Ha PEKOMEHIYEMOM YPOBHE MOXET
MPVBECTU K BbIXOAY M30e/MSi U3 CTPOSI.

. VIHTEHCVBHOCTb  HEOBXOAVMMO BbCTaB/SITb HA MUHUMA/TLIKO  BO3.MOKHbIA 15
[OCTVDKEHVSI TPeByeMoro adieKTa ypoBeHb.

. CopepunTe aKTVBHbIA 371eKTPOf, B umcToTe. CKOM/IEHVE OXKOTOBbIX CTPYIOB

.MOXET CHU3UTb 3()PCKIMBHOCTb MHCTPYMEHTA. He MprBOAWITE MHCTPYMEHT B padoyee
COCTOsIHVE, KOra NMPOBOAWTCH ero OYUCTKA. ITO MOXET MPUBECTM KTpaBMaMm MepcoHasia.
11. TPEBOBAHUA K TEXHNYECKOMY OBCNY>XNBAHUNIO N1 PEMOHTY
M

1lenpuveHnMO.
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PRECAUTIONS

* Prior lo initial use. read and understand all package inserts including
warnings, cautions, and Instructions for Use. Safe and effective
cicctrosurgery is dependent not only on equipment design, but also on
factors under the control of the user (refer to the user manual).

» Use caution when overriding the default power settings. Use the
lowest power setting and the minimum tissue contact lime necessary
lo achieve llie appropriate surgical effect.

 When not in use, place the active electrode in a clean, dry.
nonconductive. and highly visible area not in contact with the patient.
Inadvertent activation while in contact with the patient may result in
buns.

* Excessive force may damage the electrode tip assembly.

* Failure lo maintain the recommended suction may result in device
failure.

 The intensity should be set as low as is necessary to achieve the
desired effect.

» Keep the active electrodes clean. Build-up of eschar may reduce the
instrument's effectiveness. Do not activate the instrument while
cleaning. Injur} to operating room personnel may resull.

11. REQUIREMENT.S FOR TECHNICAL SUPPORT AND
REPAIR OF MD
Not applicable.



12. ONMMCAHVE METOOA CTEPUNTN3ALINN

AneKTpog ogHopaszosbii K cucteme VAPR 151 MpoBefeHMs apTPOCKOMUHECKMX
BMELLIATE/ILCTB, MOCTaB/AETCA CTEPWILHBIM U OIHOPA30BbIM /19 OAHOKPATHOIO
1Cnonb3oBaHNA. AnekTpoabl VAPR CTEpUIN3YIOTCA ramMMa-ns3TyyeHnemM Ao YpoBHA
rapaHTMPOBaHHONM CTepPUIbHOCTU 10 C MUCMOMb30BaHNEM METOAVKU M30bITOUHOM
cTepuM3aLn ¢ NPUB/EYEHEM KOMMaHUM-MNOAPSAYMKOB MO NPOBEAEHMIO CTEPUIN3ALIN.

13. MEPEYEHb U ONMNCAHVE MATEPUAJIOB MU

Co BCTPOEHHO PYKOSTKOIA; 1 CAHTOIMPEH 281-55MED LIBET — YEPHbIA. «KNAPUAHT»
VAPRCOOLPULSE, 22515 JO3NPOBKA 2%

acnvpanvonnblii. nsorHyTeiic 2. ABC MAGNUM 8434 («CTUPOH J1/1C») MACTEPBATY -
Py4HbIM yripaBneHuem, 135 CEPbI/ «<KJTAPUAHT» 22572 O3VPOBKA 1% LIBET — MAHTOH

MMV CBET/10-CEPbIN 2U
3. 90/10 ZTAIM  («KYPCTEK»  (COORSTEK))  90%
ATTFOMUHIN/10D LIMPKOHNIA
4. PEBAX” 7033 SA 01 MED MPO3PAYHbLIA TBEPAOCTb 69 MO
LLIOPY "D

5. ABC ESTADIENE 1640 AS BE/bIA 1306

6. HEPXXABEIOLWAA CTA/b MAPKW 174 MIM (CTAHOAPT
MP1F35)

7. KJEWM EPOTEK 353 ND

8. TPYBKA U3 HEPXABEIOLLUE/ CTA/IM .MAPKW/ 14401 B
COOTBETCTB/M CO CTAHOAPTOM BS EN 10088 (316) WA
MAPKW 14401 B COOTBETCTBUW CO CTAHOAPTOM BS EN
10088(316L)

9. MOAVBUHWIVNAEH®TOPUA- KBM 100 YEPHbIA

10. MK — «BAMEP» (BAYER) MAKRUEON 2658 LIBET -

MPO3PAYHBLI

11. E80C803 EPDM 80 MYPIYPHbIN
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12. DESCRIPTION OF STERILIZATION METHOD

TV electrode used in the VAPR system are provided sterile and are
disposable for single use. The VAPR Electrodes are sterilized by
gamma radiation to an SAI> level of KV using the overkill method by
contract sterilization companies.

13. LIST AND DESCRIPTION OF MI) MATERIALS

With integrated
handpiece: V.APR
CoolPulse Curve
Suction Electrode
with Hand Control,
135 mm;

1 SANTOPRENE 281-55MED COLOUR - BLACK.
CLARIANT 22515 DOSED .AT 2%

2. ABS MAGNUM 8434 (STYRON LLC)
MASTERBATCH - GREY CLARIANT 22572 DOSED
AT 2% COLOUR - PANTONE COOL GREY 2U

3. 90/10 ZTA-IM (COORSTEK) 90% ALUMINA/10%
ZIRCONIA

4. PEBAX® 7033 SA 01 MED CLEAR HARDNESS
69 SHORE D"

5. ABS ESTADIENE 1640 AS BIANCO 1306

6. STAINLESS STEEL MIM 17-4 PH (MPIF
STANDRD 35)

7. ADHESIVE. EPOTEK 353 ND

8. SEAM WELDED STAINLESS STEEL TUBE
GRADE 1.4401 TOBSEN 10088 (316)0R 1.4404 TO BS
EN 10088 (316L).

9. PVDF-KBMIOOBI.ACK

10, PC - BAYER MAKROLON 2658 COLOUR -
TRANSPARENT

11. E80C803 EPDM 80 PURPLE

12 RYMTE 530 NCOIO 30% GLASS FIBER
REINFORCED PET RESIN COLOUR - NATURAL
COATING « PARYLENE N TYPE (3uT-5pT)



Houep un kaazory

REF

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



LOT

C € 2797

QTY

;IYYYY»MM*DD

Kog naptvn

PafyialpmoHHasi CTepunmvzaLms

HsroTOBfjrejib

OBpaTUTeCh K MHCTPYKLMM MO MPUMEHEHIIIO

Tvin pa6oyeit Yactu: CF ¢ 3alumMTon 0T paspsiga
aethubprnnaTtopa *

*MapKMpoBKa paboyeit YacTu He
npegycMOTPeHa, MOCKO/bKY KraccdmKauys
paboyeli YacTy OnpeaesisieTcsl reHepaTopoM, ¢
KOTOPbIM NMPUMEHSIKOTCA faHHbIE U3AeNUs.
Tpebyemas MapKUPOBKA HAHOCUTCS PSAOM C
COeAMHUTENIEM Paboyeil YacTu reHepaTopa,
KOTOpbI/i PErnCcTPUPYETCA Kak OTAe/IbHOe
v3genve.

EBponelickoe COOTBETCTBME

Konnyectso

Wcnonb3osats go (MM -MM-44)
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a

REF

LOT

mJ

03

2797

Catalogue number

Batch code

Sterilized using irradiation

Manufacturer

Consult instructions for use

operating part type: CF with
defibrillator discharge protection

*No marking of the operating part is
provided, as the classification of the
operating part is determined by the
generator with which these products
are used. The required marking is
applied next to the generator's
operating part connector, which is
registered as a sepaiate product.

European Conformity



N YYYY-MM-DO m3rotoeneHns (TTI-MM-440)

CpenaHo B

MADE IN

B cooTBeTCTBUM C (hefepasibHbIM
YakoHonatensctBoM (CLLIA) 3TO m3genve MOXeT
ObITb MPOAAHO TOSLKO Bpayy WM N0 HasHaueHUIO
Bpaya

3ar|peT Ha NMoBTOPHOE NMPUMEHEHNE

He cTepnnn3oBaTh NOBTOPHO

He v1crnonb3oBaTh Mpy MOBPEXAEHW YTAKOBKU
YMO/THOMOYEHHb I NPeaCTaBUTENb B

EBponelickom coobLLecTBe

OBpaTUTECh K MHCTPYKLWW MO NMPUMEHEHUIO

A OcTopoxkHo! OBPaTUTECH K MHCTPYKLW M0
NPUMEHEHIIIO

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

QTY

YYYY-MM-DD

Iws YYYY-

SC 1/\/\

Number of Units

Use by(YYYY-MM-DD)

Date of Manufacture (YYYY-MM-
DD)

Made in

federal Law (United States of
America) restricts this Device to sale
by. or on the order of a physician

Do not reuse

Do not resterilize

Do not use if package is damaged

Authorized representative in the
European Community



Refer to instruction menual

A Caution!

14. TPEBOBAHUNA K TEXHNYECKOMY OBC/TY>XUBAHNHO 1 PEMOHTY 14. REQUIREMENTS FOR TECHNICAL SUPPORT AND

M REPAIR OF MI)
HenpuveHmmo. Not applicable.
15. YCNOBVA TPAHCIOPTVPOBK N1 XPAHEHUNA 15. CONDITIONS OF TRANSPORTATION AND STORAGE
Tabnuua 6. YcnoBusi TPaHCMOPTMPOBKN: Tabic 6. Transportation conditions
HavmeHoBaHWe JnanasoH ion Range
Temnepatypa 0T-10 g0+ 40 °C Temperature -10to+40 ®C
OtHocuTeNbHasA BNaxkHOCTL  MC6onee 85 %6663 Relative humidity up to 85 % non-condensing
KOHfeHcaTa
ATMOChepHOe faBreHne HET 0CO0bIX YC/OBWIA Barometric pressure no special conditions

Tabnuua 7. YcnoBusi XpaHeHust:
HanmeHoBaHVe Jdnana3oH
Temnepatypa He 6onee 25 °C

Table 7. Storage conditions:

OTHOCUTENbHAs HET 0COBbIX YC/I0BMIA Designation  Range

B/TXKHOCTb Temperature Below 25 °C
ATMOChepHOe  HET 0CO0bIX YC/I0BUIA Relative no special conditions
aaB/ieHvie humidity
Barometric  no special conditions
pressure
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16. CpoK rofiHOCTW, CPOK C/Ty>0bl

dnekTpog oaHopasoBbii K cucteme VAPR a1 npoBefieHMs1  apTPOCKOHUYECKNX
BMCM1aTe/IbCTB MpeaHasHaueH [/19 04HOPa30BOoro 1Crosb30BaHUs. CpoK Cy)kobl M3aema
-3TO Bpemd ero MHTPaornepaLoHHOro 1CMosIb30BaHUA.

CpOoK rogHocT1 BapuaHTOB UCMOSIHeHNss MW yKasaHbl HKe:

Co BcTpoeHHo pykosiTkod: VAPR COOLPULSE. 15 mecsLeB
acrnMpaLIoHHbIA, M30MHYTbIM C PyYHbIM Ynpas/ieHeM. 135

MMV,

Co BCTpoeHHoI pykositkoi: VAPR COOLPULSE, 15 mecs[1cB
acnMpaLoHHbI, 130rHyTbIA XL ¢ py4HbIM YrpaB/ieHreMm,

200 mv;

17. NEPEYEHb PNCKOB

1[pouecc ynpaBneHUss pUcKamMM MPOM3BOAMTE.USI COOTBETCTBYET cTaHgapTy EN 1SO
14971:2012.

Boree geTasibHY0 MH(opMaLWIio cMoTpy B OTYeTE M0 YNPaB/ieHO PYCKaMA.

18. MH®OPMALIMA O MNMPOBEAEHHBLIX WNCTMBITAHUAX, NMPOTOKOJIAX
NCTbITAHUWN, AHAJT3E MOJTYYEHHbLIX JAHHbLIX

WM3nenve cooTBeTCTBYHOT TpeboBaHMAM EN 1SO 13485 MeauumHcKoe obopygoBaHue -
CucteMa MeHe[DKMeHTa KadectBa - [peb6oBaHHA [/ HOPMATUBHBIX Lefieid. MonHb I
CMMCOK MPUMEHN.MbIX CTaHAAPTOB AOCTYIEH MO 3arpocy.

19. NMOPAAOK H YCNOBUA YTUNTNIAUUNN nnn YHUNUTOXEHUA mn

Mzpenve oTHocUTCS K Kraccy B B COOTBETCTBUM € KracCU(MKaLyien MeayLMHCKNX
0TX0[0B. HesarpssHeHHasA YMakoBKa WM NPUHALIEXHOCTM OTHOCUTCA K Kraccy A B
COOTBETCTBUM C KracCutmMKalyeld MeguMuMHCKMX 0TXogoB. [locrie  MCrosib3oBaHUS
M30e/Me M ero yrnakoBKy HeoO6X0AMMO YTWIM3MPOBATb B COOTBETCTBMW C MECTHbIMM
HOpMaMn  corsiacHo Tpe6oBaHMAM CaHlmH  2.1.7.2790-10 v rocynapCTBeHHbIMA
TpeboBaHUSMM.
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16. Shelf life, use by date

The VAPR Electrodes are disposable, for single use only. Their
(therapeutic) lifetime is the lime of their intraoperative use.

Shelf life

With integrated handpiece: VAPR CoolPulse 15 months

Curve Suction Electrode with Hand Control,

135 mm:

With integrated handpiece: VAPR CoolPulse 15 months

Curve Suction Electrode XL with Integrated

Handpiece with Hand Control, 200 nm;

17. LIST OF RISKS

The manufacturer's Risk Management process is in accordance with EN
ISO 14971:2012. For more detailed information see attached reports.

18. INFORMATION ON THE TESTS CARRIED OUT, TEST
REPORTS, ANALYSIS OF THE OBTAINED DATA

Devices meet requirements EN 1SO 13485 Medical device - Quality
management system - Requirements for regulatory purposes. A full list
of applicable standards Is available upon request.

19. MD DISPOSAL RULES AND CONDITIONS

The product is classified as Class B according to the Medical Waste
Classification. The uncontaminated packaging and accessories arc
classified as class A according to the classification of medical waste.
After use. the product and its packaging must be disposed of in



accordance with local regulations as required by SanPin 2.1.7.2790-10
and national requirements.

20. TAPAHTUA N PEKNTAMALINA 20. WARRANTY
Mpov3BoaTenb He 6GepeT Ha CebA HMKaKMX AOMONHUTENbHBLIX  FapaHTUAHBIX  The manufacturer does not assume any additional warranty obligations,
00593aTe/bCTB, 3a VICK/IHOHEHVEM TeX. KOTOPbIE HOPUANYECKU YTBEPXKOEHDI. except those that are legally approved.
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VepeBoO ¢ aHTIMIACKOT0 f3bIKa Na PyCCKuMii s3bIK

CornacoBaHo

«[elMbio Maiirek. VIHK.» (DePiiy Mitek. Ink)

OpraHusayus

325 lMapamayHT [JpaiiB. PeitHxem. Maccadycetc 02767. CLLIA
Anpcc

CrapLumii pyKOoBOAMTESb OTAENA PEryISITOPHbIX MPOrpamMm

<Kpyrnas nevatsb ¢ repbom LuTata Maccadycetc: Aonxmoess
JINHA . MakKOPMJTK JHaa [k BepHbe
HOlAPVIyC damunung, nma
CO,EI,PyzKECTBO MAC?AqYCErC
CPOK JENCTBIA MOEN JIMLEH3NA <Wapgnuck oT pyku: 09 chepausi 202S roga
NCTEKAET 10 HOABPA 2028 MOAA> Aasa: Af.MM.TO I
<nopnucaHo=>

<Wramn: Wrat: MaccauyceTc
Okpyr: MmyT
TOYHOCTb M BEPHOCTL BbILLENpPUBEAEHHOTO AOKYMEHTA yA0cToBepeHa
B Moém npucytcTeum 9 (peapaus 2023 T.

JIHH H. MakKopmak
Mwmsa. Hotapuyc
Cpok aeiicteus mMoeii nuueHsun nctekaet 10 HoA6pa 202fi r>

WHCTpYKLUMA MO NPUMEHEHUIO
AneKTpof oaHopasoBbIn K cucteme VAPR 4015 npoBefeHns
apPTPOCKONUYECKNX BMeLLaTe/IbCTB

(M1332 Pca. G, 11094 Pen. F, 110007 Pep. H, 105864 Pca. U, 104285 Pep. P, 106261 Pea. L, 116043 Pep. B)

1
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I'IepeBo,q OaHHOro TeKCTa BbIMO/IHEH NMEPEBOAYNKOM bylleHKoBbIM VIBaHOM BuTanbesnyem.

Poc</wiiickan depepaums
"opog MockBsa
[Baguatb BOCbMOro (peBpans fBe ThiCAYM ABajuaTb TPETbEro roga

A, Bepemumin KOst iropeBHa, BPeMEHHO MCTIONHSIHOLLA 06513aHHOCTM HoTapuyca ropoaa Mockebl Koperk
Mepim AneKcaHapoBHbI, CBALETELCTBYHO MOA/IMHHOCTL MOANCK NepeBoavMKa bylleHKoBa ViBaHa
ButarseBuya.

[Nozanvck caenaHa B MOEM MPUCY TCTBUN.

JIuHOCTL NofnvcaBLLEro JIOKYMEHT YCTaHOB/IEHa.

3apervicTprpoBaHo B peecTpe:  77/2139yH/77-2023- *
YrnaueHo 3a copEa>LNRM/npoviarnsHoro ferictaust: 400 py6. 00 Kor.

FO. Bepemnin

Bcero npoLLHypoBaHo, MPOHYMEPOBaHO
1 CKPErvieHo nevarsbio 162 nmct(a)(oB)

BPVO Hota

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



