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Operation Documentation
CODMAN VersaTru® Bipolar Forceps

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLIMHCKUX U3REM



General information / O6wue cBefeHNs

Name of product/HanmeHoOBaHMe MeAULVHCKOro U3aenns

CODMAN VersaTru ® bipolar forceps:
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. CODMAN VersaTru i
. CODMAN VersaTru d

CODMAN VersaTru d
CODMAN VersaTru d
CODMAN VersaTru d
CODMAN VersaTru d
CODMAN VersaTru d

. CODMAN VersaTru d
. CODMAN VersaTru d

. CODMAN VersaTru
. CODMAN VersaTru

. CODMAN VersaTru
. CODMAN VersaTru
. CODMAN VersaTru

bipolar forceps 7IN,0 50MM

bipolar forceps 7IN,1 OMM
bipolar forceps 7rN,l.5MM
bipolar forceps 8IN,0 5MM
bipolar forceps 8IN.1. OMM
bipolar forceps 8IN,1.5MM
bipolar forceps 9E4,0.5MM
bipolar forceps 91N J.OMM
bipolar forceps 91N,1.5MM

Dbipolar forceps slim, 8IN,0.5MM
Dbipolar forceps slim, SIN, 1.OMM
. CODMAN VersaTru |) bipolar forceps slim, 8IN,1.5MM
Dbipolar forceps slim, 9IN,0.5MM
Dbipolar forceps slim, 9IN,1.0MM
N bipolar forceps slim, 9IN,1.5MM
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BunonsapHbin nuHueT CODMAN VersaTru ®

BapuaHTbl UCNONHEHUSA:

1 BrunonsapHbli
HaKoHe4YHUK 0.5 Mm
2. BunonsipHbii
HaKoOHe4YHUK 1.0 mm
3. BunonapHblii
HaKOHEYHUK 1.5 mm
4. BunonspHbIii
HaKOHeYHUK 0.5 Mm
5. BunonapHbii
HaKOHe4YHUK 1.0 MM
6. BunonapHbii
HaKOHEYHUK 1.5 mm
7. BunonsapHbIi
HaKOHeYHUK 0.5 mm
8. BunonapHbIi
HaKOHeYHNK 1.0 MM
9. BunonspHbii
HaKOHEYHUNK 1.5 MM
10.  BunonsApHbIi
HaKoHe4YHMK 0.5 Mm
11.  BunNoNspHbIi
HaKOHeYHMK 1.0 MM
12. BrunonsapHbli
HaKOHEYHUK 1.5 MM

nuHuet CODMAN VersaTru

nuHuet CODMAN VersaTru

nuHuet CODMAN VersaTru
nuHuer CODMAN VersaTru
nuHuet CODMAN VersaTru
nuHuet CODMAN VersaTru
nmHuet CODMAN VersaTru
nuHuet CODMAN VersaTru
nuHuer CODMAN VersaTru
nmHuet CODMAN VersaTru
nuHuet CODMAN VersaTru

nuHuet CODMAN VersaTru

AnvHa 180 mMm,

P, anvHa 180 mm,

AnvHa 180 mm,
AnvHa 200 mm,
annHa 200 mm,
), AnnHa 200 MM,
), AnnHa 230 MM,
), AnnHa 230 Mm,
), AnvHa 230 MM,
), TOHKKiA, annHa 200 MM,
), TOHKKiA, gnnHa 200 MM,

), TOHKWiA, gnnHa 200 MMm.



13. BunonsipHein nuHueT CODMAN Yers3aTru ®, TOHKWIA, gnnHa 230 MM,
HaKOHEeYHUK 0.5 Mm
14, bunonapHbli nuHyuet CODMAN VersaTru TOHKWI, AnnHa 230 MM,
HaKOHEYHMK 1.0 MM
15. bunonapHblii nuHueTr CODMAN VersaTru ®, TOHKUA, gnnHa 230 mm,
HaKOHeyYHUK 1.5 Mm

Purpose of the medical device / HasHauyeHMe MeANUVHCKOIo U3aenns

Medical device is intended for use in eleclrosurgery for coagulation
oftissue.

MegnynHckoe nsgenme npefjHasHayeHo AN NPUMEHEHNA COBMECTHO C

3NEKTPOXNPYPTUYECKUM TEHEPATOPOM AN KOArynaunm MArkoi TKaHu.

Indications / NMoka3aHuA

The medical device is indicated for use in surgical interventions in
those surgical procedures that require grasp, manipulation and
coagulation of soft tissues. The anatomical scope is not limited
("tissues"), with the exception of contraindications for use on the
tissue ofthe fallopian tubes.

Anpplications include, but are not limited to:
* Neurosurgery

e General surgery

e Cardiovascular surgery
e Urology

*ENT

 Plastic surgery

* Orthopedic surgery

e Spinal surgery

*« Gynecology

» Maxillofacial Surgery
*« Oncology
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MeAuLUMHCKOE M34enne MnokKas3aHo ANs MCMNONb30BaHWS MNPU XUPYPTUUYECKUX
BMelW aTenbCcTBaX B TeX XWPYPruyeckux npouepgypax, rae TpeGyeTcs 3axsarT,
MaHUNynsumMa U Koarynauus MArkMx TKaHeid. AHaToMmMuyeckas 061acTb
NpUMeHeHUs He NUMUTUpPOBaAHA («MATKWE TKaHW»), 32 WUCKIYEHUEM
MPOTMBOMNOKA3aHUM NPUMEHEHNS Ha TKaHU GanonueBbK Tpyo.

O6nacTmn NPpUMeEHEHNA BKIKHOYaK T, HO HE OFpaHUYEeHbI:

* Helpoxupyprus

¢ O6uwaa xupyprusa

¢ CepaeyHo-cocyauctas xmpyprusa
¢ Yponorus

* norp

° MnacTuueckas XUpyprus

* OpToneanyeckas Xupyprus

¢ CnunHanbHas xupyprus

¢ FmHekonorus

¢ YentloCTHO-NMLEBas XUPYpPrus
¢ OHKONorns



Contraindications / [IporaBonokazanns

Use for contraceptive coagulation of fallopian tube tissue

TporuBonoOKa3aHO A4 KOATYISIHUH TKaHH dauonueBbiX Tpy6 ¢ nenso
KOHTpauerniun

Adverse reactions / BozmoxHble ocI0kHeHHS H noGo4unble 3ddexTs! npu npuMedennn MU

The relevant documents do not indicate any specific complications
when strictly following the instructions. Insulation failures can
result in burns and other injuries to the patient and operator.

B cOOTBETCTBYIOUMX AOKYMEHTAaX HE YKa3aHO HHKAKUX KOHKPETHRIX
OCHOXHEHHI NPA CTPOroM ClIe0BaHMK HHCTpYKEsM. [ToBpexnenns
H30JIALUMH MOI'YT IPHBOJHMTE K NOMYMEHHIO HANMEHTOM H ONIEPATOPOM OXOroB
H JPYTHX TPaBM.

1.6 Information about manufacturer / Ceegenns o npoM3BOAuTE e MEIHITHHACKOT0 H3ACIHS

Integra LifeSciences Switzerland SARL
Floor 2, Rue Girardet 29, Le Locle, CH-2400, Switzerland

Hurerpa JlatigpCaitncus Ceuruepmang CAPJI
(Integra LifeSciences Switzerland SARL)
Floor 2, Rue Girardet 29, Le Locle, CH-2400, Switzerland

Information about usage conditions / CBeaenna 06 ycnoBusiX NpUMeHEHHS MEAHUHHCKOro N3N H NOTEHUHANLHBIX
norpeburennx

The medical device is intended for use at the standard conditions of
hospital operating room environment.

All procedures should be performed by a qualified surgeon using
standard surgical procedure. Surgeon is responsible for the
implementation of appropriate steps and procedures to avoid
infection and complications.

MeauuMHCKoe H3ZeNHe NPeAHA3HAYE€HO ANA HCNOJNb30BAHMA B CTAHAAPTHHIX
YCNOBHAX ONEPALIHOHHOH cpeabl 00IbHAULI.

Bee mipouenypbl NODKHB BRIIOIHATHECA KBUIM(PHUHPOBAHHEIM XMPYPIoM ¢
cobmoaennem craHzaprHoO# xupypruveckoff TexHHWkH. XHpYpr Hecer
OTBETCTBCHHOCTR 32 BHINOJIHCHUE HAJUISKAIMMX MEP H NPOUEAYP BO H30exkaHue
HHOUIMPOBAHAS ¥ OCHOKHEHUH.

Warnings

/ Hpeaynpexaenne

Failure to follow these warnings could result in fire or patient injury.
» Do not use bipolar forceps in the presence of flammable anesthetics
or oxidizing gases or in close proximity to volatile solvents, as
explosion may occur. Allow alcohol based surgical prep to fully dry

prior to using forceps.

Hecobmoaenne npexynpexneHuii MOXET NUPHBECTH K BO3IOPAHHIO MM
HAHECEHHIO TPABMBI IAEEHTY.

* 3ampemiaeTcd HCIONB3OBATH OHNONAPHBE NHHIETHI B IPHCYTCTBHH
BOCILNIAMCHAIONIMXCA AHECTESHPYIOIMX CPEACTE WM OKMCAMIOIHX IajoB, a
Takxe BONH3M JETy9HX pacTBOPHTENEH, NOCKONBKY 3TO MOXET IPHBECTH K

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

3




« Do not use in patients who have cardiac pacemakers or other active
implants without first consulting a qualified professional (e.g.,
cardiologist). A possible hazard exists because interference with the
action of the electronic implant may occur, or the implant may be
damaged.

* Do not place the active forceps directly on or near the patient when
not in use. Place the active forceps on a visible, non-conductive area
away from the patient or in a non-conductive instrument holster when
not in use.

Inadvertent contact with the patient may cause burns.

« Do not place active forceps near or in contact with flammable
materials such as gauze or surgical drapes. Forceps that are activated
or hot from use may cause a fire.

* Do not activate the forceps when not in contact with target tissue,
as this may cause injuries due to capacitive coupling with other
surgical equipment.

* Do not exceed 24 watts (80 Malis units) or 450 Volts peak to peak
in COAG mode. Failure to observe mode and setting warnings may
reduce efficacy of non-stick performance, result in unintended bums,
and/or cause failure of device insulations.

e Do notapply bipolar electrosurgical currentdirectly to staples, clips,
or other metallic objects.

e Inspect instruments for damage prior to use. This may be done
visually under magnification or with a high voltage insulation testing
device. Insulation failures may resultin bums or other injuries to the
patient or operator.

e Ensure the bipolar electrosurgical generator is in the “off’ position
when connecting the bipolar cord. Failure to observe warning may
result in electrical shock or injury to the patient or operating room
personnel.

» The tips of the forceps may remain hot enough to cause burns after
-the RF current is deactivated.
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B3pbIBY. Mepes ncnonb3oBaHMEM MUHLETOB HEOBXOAUMO A0OX[AAaTbCA MOMIHOTO
BblCblXaHuA

CNUPTOBOTO CpeAcTBa 414 06pabOTKM MpPU XUPYPTrMUYECKUX onepauusax.

e 3anpelwaeTca NPUMEHATb K MalMeHTam, UMeK WM KapLuoCTUMYNATOPbl UK
LpYTue aKTUBHbIe UMNaHTaThl, 6€3 NpefBapMTEeNbHOW KOHCYAbTaL WK

c KBanu@uuUpoBaHHbIM cneuvanucTom (Hanpumep, KapAnonorom).
CyuiecTByeT noTeHUMaNbHas OMNAaCHOCTb CO34aHWA MNOMEX 3M1eKTPOHHOMY
MMMANAHTATy MW HAHECEHWNA eMy MOBPEXAEHWIA.

e 3anpelwaeTcsa KNacTb HEUCNONb3yeMble aKTUBHbIE MUHLLETbl HENOCPEACTBEHHO
Ha nauueHTa wWnAu BOAM3M Hero. [omewarTe Heucnonb3yemble aKTUBHbIE
MUHLETHI

Ha XOpOLW O 3aMeTHY HenpoBOAALW Y 061acTb, yAaNeHHY0 OT nayueHTa, Uam
B HEMPOBOAALW YO KOOYPY AN UHCTPYyMeHTa. CnyYalHbli KOHTAKT C NaLMeHTOM
MOXEeT Bbl3BaTb OXOTHU.

e 3anpeuiaeTca KnacTb aKTUBHbIe NUHLETbl BO6AW3N UM B COMPUKOCHOBEHMWMN C
BOCNNaMeHAK W NUMNCA MaTepranammn, TakKUMKN Kak Mapns Unu Xxnupypruyeckue
MpoCTblWN. AKTUBUPOBAHHbIE WAM TOPAYME M3-3a UCMNONb3OBAHWUSA MUHLETHI
MOTYT Bbl3BaTb Noxap.

e 3anpelw,aeTca akTUBUPOBATb MUHLETbI, KOrgda OHWM He KOHTAKTUPYH T C LeneBon
TKaHb, MOCKO/bKY 3TO MOXET NPUBECTN K TpaBMaM, 06YC/NOB/IEHHbIM
EMKOCTHbIM KOHTAKTOM C LPYTUM XUPYPruyeckum o60pyJ0BaHNEM.

e B pexnume COAG (Koarynaumua) sanpewiaeTcd npeBbiwartb MOWHOCTb 24
BaTTa (80 egmHuy Malis) man 450 BONbLT OT nNuKa JO0 nuka. HeBHMMaHue K
npefynpexAeHUsAIM, OTHOCAWMMCS K PEXWMY M HacTPOMKaM, MOXET CHU3UTb
3PHeKTUBHOCTb AHTUNPUTAPHON PYHKLWMN, NPUBECTU K HEOXULAHHbIM

0Xoram u (MNKN) NOBPEXAEHNIO U3ONALNOHHOTO NMOKPbLITUSA YyCTPOCTBA.

*«Bo BpeMsa nofayu ToKa OT GUNONAPHOIO 3NEKTPOXUPYPTrMYECKOT0 reHeparopa
He KacalTecb WHCTPYMEHTOM CKOGOK, KAWNC WAW APYTUX MeTannuyeckux
06bEKTOB.

e Tlepes Mcnonb30BaHMEM MpPOBepARTE MHCTPYMEHTbl  Ha
NOBpPeXAeHWU. TO MOXXHO caenaTb BU3yaNibHO, NOA YBENNYNTENbHBIM CTEKNOM,
nnu npwu

Hanun4dne




e Select the minimum COAG output power possible to achieve
coagulation.

* Position electrosurgical cords to avoid contact with patient or other
leads.

« Due to concerns about the carcinogenic and infectious potential of
electrosurgical byproducts (such as tissue smoke plume and
aerosols), protective eyewear, filtration masks, and effective smoke
evacuation

equipment should be used during procedures.

* Observe all additional warnings provided with
electrosurgical generator.

e Place monitoring electrodes as far as possible from surgical
electrodes when HF (High Frequency) surgical equipment and
physiological monitoring are used simultaneously on the same
patient.

the bipolar

ycTpoiicTBa
MOTYT MpPWUBOAUTH

nomoLu BblCOKOBO/MbTHOTO
MoBpexaeHUa U30NALUN
0MnepaTopoM 0XOTroB

W ApYyrux Tpasm.

e Mpn nogknw4yeHUn 6GMNONAPHOTO WHypa ybeanmTecb, 4YTO OUMNONAPHBIN
3NEeKTPOXUPYPrmuyecknin reHepatop oTkawdyeH (Off). Hecob6ntogeHue 3Toro
npaBufiia MOXeT NPUBECTU K MOPaXeHU 3MeKTPUYECKMM TOKOM WU TpaBMme
nayueHTa Uiy nMepcoHaNna onepayMoHHOMN.

ANS NPOBEPKU  M30AAUMNY.
K MNONYYEeHWID MauuMeHTOM W

e [ocne OTKAOYEHWS pPagMOYacTOTHOTO TOKa KOHUYWKM LW WNLOB MOTYT
0CTaBaTbLCA 4OCTATOUYHO rOPAUYUMMU, YTO6bLI Bbi3BATb OXKOTU.
e Bbl6upaiiTe MUHUMaNbHO BO3MOXHYK [N NPOBEAEHMS Koarynsuuu

BbIXOAHY MOLWHOCTb KOArynsyum.
e PacnonaraiiTe 3/eKTPOXUPYPrMYECKUME WHYPbLl Tak, YTOGbl OHU He Kacanuchb
nauveHTa MAW APYrMX NPOBOLHUKOB.

e YynTbiBass Npo6aemMbl, 06yCNOBAEHHbIE KAHLEPOTeHHOCTbIO U MHBEKLMOHHbIM
NMoTeHUManoM MNOGOYHBLIX MPOAYKTOB 3MeKTPOXUPYPruu (Hanpumep, AbiMa
ropsiwein TKaHW 1 a3po30neil), Npum onepayusax cnefyeT MCNONb30BaTb CPeACTBA
3aWuUThl rnas, GuUAbTPOBasbHbIE Mackum U 3thpeKTUBHOEe 06opysoBaHuWe ANs
0TBOfAA AbIMA.

e YyuTbiBaiiTe BCe AOMNOSHUTENbHblE TNPeAYNpexXeHuns,
GUNONSPHOMY 3/TEKTPOXUPYPTUYECKOMY FTeHepaTopy.
Pa3mellaiTe KOHTPONbHbIE 3NEKTPOAbl KaK MOXHO Aanblie OT XUPYPrMUYecKnX
3N1eKTPOA0B NPN O4HOBPEMEHHOM WCMONb30BAHWM BbICOKOYACTOTHOTO

(BU) xupypruyeckoro o6opygoBaHus U CcpeAacTtB  (DU3MOMOFMYECKOTO
MOHWTOPMHTA HA OAHOM MalUeHTe.

npunnaraeMmble K

Technical and functional description of medical device/TexHnYeckoe 1 PYHKLUNOHa/IbHOE onucaHne MeanLMHCKOro

Wi ith the bipolar electrosurgical method, a bipolar device, in this case
a set of forceps, is used. Bipolar electrosurgeiy’ offers a more
concentrated energy restricted to just the tissue between the arms of

forcepselectrode. The electrical current passes from one electrode
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n3genns

Mpn  WCNONb30BAHWM  GUMONAPHOTO  3NEKTPOXMPYPrUYecKoro  MeToaa
npumeHseTcs OGWUNONAPHOe YCTPOWCTBO, B [JaHHOM CcAydyae - KOMMIEKT
MUHLETOB. BunonspHas INEeKTPOXNpYprus o6ecneunBaet 6onee

coCcpefoTOYEeHHYO MepeAayy 3HEPrUU, OrpaHUYEHHYO TONbKO TKaHblO MexXnay



of the bipolar device (one tip of the forceps) through the target tissue
to the other side, and from there back to the generator. Using the
bipolar technique, no return pad (neutral electrode) is required
because the current only passes through the surgical tissue site, not
the patient’s entire body. This presents a significant reduction in the
risk of patient burns.

Electrosurgical coagulation is an application of alternating current
between opposed tips, grasping target tissue, providing sufficient heat
to denature proteins in the creation of a coagulated mass (lesion).
Coagulation of tissue is achieved upon application of current thai
raises the tissue temperature above 55-60° Celsius.

OpaHIIaMH 3/IEKTPOXHPYPrUYECKOro MuuLera. JNEKTPHUSCKHIHA TOK NMpOTeKaeT
OT OJHOIO 3IEKTpoAa OHIIONAPHOro YCTpoMcTBa (OQHONO H3 HAKOHEUHUKOB
NHHIETa) YEpe3 TKaHb-MHIICHbL K OPYIroMYy MIEKTpoAy (HaKOHEYHMKY), Nmocie
Yero Bo3Bpainaerca B reHeparop, [Ipu ucnoms3oBaHKY GHNONAPHONH METOOMKH
ne tpebyerca npuMeHeHue BO3BpaTHON HaKNaAku (HeliTpanbHOro 31€KTPoAa),
TaK KaK TOK I[POXOAMT TONBKO HMepe3 y4aCTOK TKaHW, IA¢ OCYIICCTBIAECTCA
XHPYPrU9eckoe BMEIDATENBCTBO, a4 HC YEpe3 BCE TENO NaluMeHra. 210
€TIOCOOCTBYET 3HAUMTENBHOMY CHHKEHHIO PHCKA OJKOTOB MALKEHTA.

JNEeKTPOXHpYpruuecKas Koarysius npeacTaBaseTr cololl  npuioxeHHe
NEPEMEHHOTO TOKA MEXAY NPOTHBONONOKHBIMM KOHYHKAMM, 3aXBaT TKaHH-
MHUIeHM, ofecneyeHne KOCTATOMHOrO TCia UM JAeHAaTYpHpoBaHHA OenkoB ¢
o0pa3oBaHHeM Koary MpoBaHHOA MacChl ( NOPaXCHHA).

Koarynaitua TkaHelf nocTUraercs Npu NPHACKEHMH TOKA, [OBHINAIONICrO
TeMuepaTypy TkaHel peutie 55-60 °C.

Key Functional Elements and Components (Units) Description / Onncansie 0cHOBHbIX PYHKIHOBANLHBIX JIEMEHTOB H
COCTABHLIX YacTeH (Y3/10B) MEARIAHCKOro H3AeIHA

The CODMAN VersaTru® Bipolar Forceps are single use.
disposable, sterile electrosurgical devices, used in electrosurgery for
the coagulation of tissue.

CODMAN VersaTru® Bipolar Forceps are blue, bayonet style
forceps that include a blue, proximal end cord for connection to an
electrosurgical bipolar generator via a bipolar cord.

Figure below provides a component breakdown illustration of the
standard CODMAN VersaTru® Bipolar Forceps:

Bunonapusie muaners CODMAN  VersaTru® nmpenctaBnsior  coboit
ONHOPA3OBLIE CTEPHILHbIE YNEKTPOXUPY prHYeCKHE YCTPOHCTBA, HCIIONbL3YEMbie
B MCKTPOXHPYPIHH AN KOATYNIALMH TKARCH.

Bunonspusle nuaEneT CODMAN VersaTru® - 310 cHHMe IMHICTH
GalioHeTHOro THNA, KOTOPhbie BK/IIOYAIOT CHHHH NPOKCHMANbHEIA KOHEl IHYpa
1A MOMIUIIOYCHHA K INCKTPOXAPYPrHYECKOMY GHNONAPHOMY FeHepaTopy Yepes
Ounmonapamii muyp. Ha pucynke Huxe npeacraBneHa pa3duska KOMNOHEHTOB
cTaHzapTHHX Ganonspaeix narneros CODMAN VersaTru®.
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Exploded View

coQst

thin tftvx

«

1. Thin - Bayonet style left and right lines are coated the length of
the tines to approximately 6 mm from the distal tips, providing
insulation along the length of the device. The tines of the "Standard”
version are slightly bowed outward while the tines of the “Slim”
version are straight. The proximal length of the tines prior to the
bayonet bend is ribbed for a better grip with the “CODMAN
VersaTru logo printed at the far proximal end on the outer wall of
the right tine, right after the ribbed portion ends.

2. Anti-scissoring pad and pin - The stop pin and its counterpart stop
guide located before the bend of the tines along the inner wall ofthe
forceps prevent scissoring of the distal tips. The stop pin and stop
guide are not available in the “Slim” version of the forceps as the
tines of the “Slim” version are straight and absence of the stop pin
and stop guide allow for the narrower profile.

3. Yoke - Holds the tines in position and serves as the pivot point
Milowing thp firw's to close and open back into position.
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Exploded View
a9
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1. BpaHww - neBbliA U NpaBblii 6paHW M 6aAOHETHOTO TUNA UMEIOT MOKPbITUE NO
ONVHE MPUMEPHO HAa 6 MM OT AMCTanbHbIX KOHLOB, o6ecneynBas U30NaLM0 Mo
BCeli ANMHe ycTpoicTBa. bpaHWwWmW cTaHfapTHbIX NMUHLETOB CMerka U30rHyThbl
HapyXy, B TO BpeMs KakK OpaHWW TOHKWX - HE WU30rHYTble, a MNpsiMble.
MpokKcMManbHbIA KOHeL 6paHweli nepes 6aliOHETHLIM U3TNOOM pebpPUCTLIW ANs
nyvywero 3axeata. Jlorotun «COOMADbI Yer3aTru®». HaHeCeH Ha AanbHUNR
NMPOKCUMaNbHbI KOHEN Ha BHELW HIO CTEHKY NpaBoro 6paHwa.

2. CTOMOpHbI WTUGT ©u ero HanpaBndwwas - CTONOPHbIA WTUHT K
HanpasnftoWwas Ha MNPOTUBOMONOXHOW CTOPOHE, PacnofoXeHHble nepef
n3rmbom 6GpaHuwel BAONb BH\TPeHHeN CTeHKM nNuHUeTa, MNpeaoTBpawarnT
CMblKaHMe  AWCTalbHbIX  KOHLOB MMHUETOB. CTONOPHbIA  WTUHT U

HanpaBnso LW as He AOCTYNHbI B Y3KON BEPCUU MUHLETOB, TaK KaK MX OTCYTCTBUE
MO3BONSET UCNONb30BaTh 60/iee TOHKUIA NPoduNb.

3. Bunka - ypepxwusaeTt 6paHLIJI/I Ha MEeCTe N CNYyXWUT TOYKOU noBoOpoOTa,
nos3ponasa 6paHLua|v| 3aKpblBaTbCA W OTKpPbIBaTbCA ncxopnHoe
NOoN0XEeHNUeE.

obpaTtHO B



4. Fixation pin - Secure the tines to the yoke.

5. Cup - Covers the proximal end of the tines, yoke, yoke pins, and
pigtail assembly, providing further insulation ofthe tines and pigtail.
Epoxy fills the end cup so that this proximal assembly is glued in
place

6. Cord set (also “pigtail™) - Electrical cord at the proximal end of
the forceps that connects to a separately sold bipolar cord, which then
connects to the generator

The non-stick technology and ergonomic design enhance
performance during procedures. The forceps are for single use only
and are provided sterile and arc nonpyrogenic in the patient-
contacting area from the tip to the bend in the forceps.

The differences between the CODMAN VersaTru ® “Standard” and
“Slim” forceps configurations include the black stop pin/guide on the
“Standard” forceps as well as the narrower profile of the “Slim”

forceps:
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4, dukcupyrowmnii WTNpT - PUKCMpPYeT 6paHW M B BUNKE

5. KpblwKa - 3aKpblBaeT MPOKCUManbHbI KOHel 6GpaHwel, BUAKN, WTUDTOB
BUIKW N pa3beMa Kabens, obecneymBas AOMNONHUTENbHYI0O M30NALUI0 GpaHLen
M pasbema Kabend. 3InokKcupHas cMoaa 3anonHAeT Tak
NMPOKCUManbHbl /i KOHEL HafeXXHO hUKCMpoOBaH

KpbIWKY, uTOo

6. Kabenb (TakXe «NUrTen (CBMHOW XBOCTUK)» - INeKTpUYeCKnUit Kabenb Ha
NPOKCMManbHOM KOHLEe NuWHLeTa, KOTOPbI NOAKAO4YaeTCA K MpojaBaeMoMy
OTAEeNbHO 6UNONAPHOMY Kabento, KOTOPbI/ 3aTeM NMOLKAOYAETCA K FeHepaTopy.

AHTUMNpPUTapHas  TexXHONOrMs U 3ProOHOMUYHBLIA  AuM3aliH  ynaydwawT
MPOW3BOAMTENBHOCTL BO BpeMs mpouedyp. MUHLUETbl NpedHasHayeHbl TONbKO
ANs  OQHOPA3oOBOr0  WCMONb30BAHMSA, NOCTABASOTCH  CTEPUbHLIMU U
HEMUPOTeHHbBIMW B 30HE KOHTakTa C MNalMeHTOM OT KOH4YMKa A0 u3ruba
MUHLLETOB.
Pasnuumusa MexXAy CTaHAapTHbIMU W Y3KUMU KOHGOUTypauusmMu BKAKOYAOT
YepHbIt CTOMOPHBLIA WTUMT M ero HanpaBNAO LY Ha CTaHAAPTHbIX NUHLETaXx,

a Takxe 60n1ee TOHKUI NPopUAb TOHKUX MUHLETOB:



The tines ofthe forceps distal to the bayonet bend are slightly bowed
outwards for the “Standard'* forceps, allowing the visibly wider gap
between the distal lengths of the tines for better visibility in the
grasped position, while the same portion is straight for the “Slim*
forceps, allowing the surgeon access to a narrower surgical site.

Figure below provides a component breakdown illustration of the
slim CODMAN VersaTru® Bipolar Forceps:
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BpaHWM NUHLETOB, PacnofioXeHHble AUcTanbHee GalioHeTHOro uM3ruba, Ans
«CTAHAAPTHbIX» TMUHLUETOB CRerka W30THYTbl HapyXy, uTo o6Gecne4yuBaeT
3aMeTHO 6Oo/blW NI/ 3a30p MeXAy [AUCTaNbHbIMW KOHUAMW A0S  Aydllei
BUAMMOCTM B 3aXBAaYE€HHOM MOMIOXEHMUW, B TO BPeMS KaK Ta e yacTb sABAseTcs
npsMoi [NS «TOHKUX» MNUHUETOB. Y3KUE MUHLETbl MNO3BONAT XUPYpPry
MOAYy4YUTb AOCTYN K 60/iee Y3KOMY OMepaLMoOHHOMY MOMH.

Ha pvcyHKe HMXe npeacrasneHa pa3ébuBka KOMMNOHEHTOB TOHKUX 6UMNONAPHbBIX
nuHuetoB COOMAH Yer3aTru®:



CACLE WIRE-

2X YOKE PIN yoke-
END cu*
9-ANK _ALIQAIMENT
Yo totE
e0s

1. Blank - bayonet style left and right blanc are coated the length of
the tines to approximately 6 mm from the distal tips, providing
insulation along the length of the device. The blanks of the “Slim™
version are straight.

2. Yoke, Yoke boss and Yoke pin - Holds the blanks in position and
serves as the pivot point allowing the tines to close and open back
into position.

3. End cup - Covers the proximal end of the tines, yoke, yoke pins,
and pigtail assembly, providing further insulation of the tines and
pigtail. Epoxy fills the end cup so that this proximal assembly is glued
in place
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CABLE WIRE-:

2X YOKE PIN- YOKE- -
END CUP
-BLANK AUIGNVELN*
YOKE = HOLE
BOSS

BLANK

1. BpaHWW - NeBbli U NpaBblii 6paHW M 6aiOHETHOTO TUNA UMEIOT MOKPbLITUE MO
ANUHE MPUMEPHO Ha 6 MM OT AMWCTaNbHbIX KOHLOB, 06ecneymBas M30nsaLuto no
BCEe ANWHEe YyCTPONCTBAa. BpaHWM TOHKUX NMUHLETOB HE W3OTHYTble BHYTPb W
ocTalTCA NPAMbBIMU.

2. Bunka, ee gpukcatop v WTUNT —yaepXMBaeT GpaHW M Ha MECTe WU CAYXUT
TOUYKOI/ MOBOpPOTA, MO3BONAS GpaHWaM 3aKpblBaTbCsH W OTKPbIBaTbCS 06paTHO B
MCXOAHOE MONOXEHUE,

3. KpbllwKa —3aKpblBaeT NPOKCUMaNnbHbI KOHel GpaHweil, BUAKK, WTUGHTOB
BUNKU M pa3beMa Kabens, o6ecneynBass JONONHUTEbHYO U30NAUNI0 6paHLIei
W pasbema Kabens. InokcupgHas CcMOna 3anofiHAET KpblWKY, Tak 4To
NMPOKCUMasbHbI/i KOHEL, HAaAEXHO (hUKCUPOBaAH
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4.Cable wire (also cord set, also “pigtail“) - electrical cord at the
proximal end ofthe forceps that connects to a separately sold bipolar
cord, which then connects to the generator

4. Kabenb (Takxe «nurTeiin (CBUHOMN XBOCTUK)» - DNEKTPUUYECKUA Kabenb Ha
MPOKCMMAaNbHOM KOHLE MWHLETa, KOTOPbI/A mopgKntvaetTcs K NpogaBaemMomy
OTAENbHO 6MNONAPHOMY Kabent, KOTOPbIA 3aTeM NOAKOYAETCA K TeHepaTopy.

Key accessories, medical devices or non-medical devices, to be used in combination with medical device submitted for
registration / OnuncaHve NpPUHaa.1 eXXHOCTEN, MeAULMHCKUX U3LeNNA NN U3LETUINA, He ABIAIOLWMXCA MeAULNHCKUMU, HO
NpeLyCMOTPEHHbIX /151 UCNO/Ib30BaHNSA B KOMOMHALMW C 3asiB/IEHHbIM MeAULMHCKUM U3ae/Inem

CODMAN VersaTru ® Bipolar Forceps are part ofan electrosurgical
system consisting ofa commercially available electrosurgical bipolar
generator (Class Ilb) with accessories, cable to provide power and
deliver electrical current from the generator to the distal tips of the
forceps. No other accessories are directly used with the device.

The suitable generators arc CMC-V Bipolar Electrosurgical
Generator (Russian registration certificate NeP3H 2013/1259),
Codman Electrosurgical Generator with accessories - REF
901001ESUO

bunonsapHele nuHuetsl CODMAN VersaTru ® wucnonb3ywTCca BMecTe C
MMeLWnMMCcs B Npofaxe 3NeKTPOXUPYPTUYECKUM OGUNONAPHBLIM FeHepaTopoM
(knacc 26) ¢ NpUHaAgNeXHOCTAMM, rae Kabenb NofgaetT NUTaHMe 3EKTPUYECKUNA
TOK OT reHepatpa K guctasibHblM HaKOHeYHUKaM NUHLETOB. Hukakue gpyrue
n3fenns HanpAMyt C NUHLUETaMWN HE UCNONb3YTCA.

Moaxofaw MmN reHepatopamu ABAAKTCA OBUNONAPHBIE 3NIEKTPOXUPYPIrnYeckune
reHepatopbl CMC-Y (PeructpaynoHHoe ygoctoBepeHune NeP3H 2013/1259). a
TakXe JneKTpoxupypruuyeckuin redHepatop Codman, ¢ NpUHALNEXHOCTAMMN -
KaTafoXHblin Homep 901001E81HO.

Main technical and functional characteristics / OCHOBHble TeXHUYeCKMe N DYHKLVOHa/IbHbIE XapaKTEPUCTUKN

All variation of medical device has equivalent technical parameters.
Equivalence means be of similar design; used under same conditions

of use; have similar specifications and properties; use similar
deployment methods (if relevant); have similar principles of
operation and critical performance requirements. Design

specification: Non-stick, slim design and excellent ergonomics.
Maximum T oftips during the process is 95° C + 10%

Total Tip Tip Type Weigh
length of length  width t
the

forceps
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Bce BapuaHTbl WMCNOMHEHWUA WU3LeNNA WMEeKT 3KBUBANIEHTHbIE TeXHUYEecKue

napameTpbl. OKBWBANIEHTHOCTb 03HayaeT Ha/MyMe CXOXero Au3aiHa;
MCNonb3yeTcad MpW TeX Xe YCNOBUAX; UMETb aHaNOTMYHble XapaKTepUCTUKN
CBONCTBA: UMEIOT aHanorMyHble napameTpbl YCTAHOBKKM (NPU HEOOXOLUMOCTN);
UMEKT aHalio) MYHble NpPUHUWNbI paboTbl U KpUTUYecKkue TpebOBaHUA K
nponsBoauTensHoCTU. Cneynpukauma gusainHa NMHLETOB: aHTUNpPUTrapHbie, C
TOHKWM GpaHWamMy U OTANYHOW 3PrOHOMUKOIN.

Harpes HakKOHeYHWKOB B npoLlecce ncnonb3osaHunga go 95° C = 10%
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9007050ST T - 180 6.0 mm 0.5 mm Standard 35,5 g KaTtanoxH Oobwas OnvHa  Wwupn  Twun Macca

mm bl 1 HOMEpP ONNHa HaKOHe Ha nnHUeTa

9007100ST T - 180 6.0 mm 0.97 Standard 34,7 g YHMKA  HaKoHe
mm mm YHUKa

9007150ST T =180 6.0mm 1.42 Standard 34,8 g 9007050ST 7 polimos 6.0 MM 0.5 Mmm CTaHpapThl 35,5
mm mm = 180 mMMm bl

9008050ST 8” - 205 6.0 mm 0.5 mm Standard 37,59 9007100ST 7 ptoiimoB 6.0 MM 0.97 mm CrTaHpapTsl 34,71
mm = 180 mm bl

90081 GOST 8” - 205 6.0 mm 0.97 Standard 37,9 g 9007150ST 7 poiimoB 6.0 MM 1.42 mm CTaHpapTbl 348
mm mm = 180 mm bl

9008150ST 8” = 205 6.0 mm 1.42 Standard 38,2 g 9008050ST 8 pwimo 6.0 MM 0.5 MM CTaHpapThl 375
mm mm = 205 mm bl

9009050ST 9”7 =231 6.0 mm 0.5 mm Standard 40,1 g 9008100ST 8 poiimos 6.0 MM 0.97 mm CTaHpapThbl 379r
mm = 205 mm bl

9009100ST 9”7 =231 6.0mm 0.97 Standard 40,2 ¢ 9008150ST 8 pronmoB 6.0 Mm 1.42 mm CrTaHpgapTbl 38,2 r
mm mm = 205 mMm bI

9009150ST T =231 6.0 mm 1.42 Standard 40,32 9009050ST 9 pwiimoB 6.0 MM 0.5 Mm CTtaHpgapThl 40,1 r
mm mm R =231 mm bIA

9008050SL 8" =205 6.0mm 05 mm Slim 379 ¢ 9009100ST 9 agwiimoB 6.0 MM 0.97 mm CrTaHpgapThl 40,2 r
mm =231 mm bl

9008100SL 8” - 205 6.0 mm 0.97 Slim 38,1 ¢ 9009150ST 9 pwiimoB 6.0 Mm 1.42 mm CrTaHgapTbl 40,32 r
mm mm = 231 MM bl

9008150SL 8” - 205 6.0 mm 1.42 Slim 37,4 ¢ 9008050SL 8 gonmos 6.0 MM 0.5 MM TOHKUIA 37,9
mm mm = 205 MM

9009050SL 97 - 231 6.0 mm 05 mm Slim 391 ¢ 9008100SL 8 pwoiimoB 6.0 Mm 0.97 mm TOHKuUIA 38,1r
mm = 205 mm

9009100SL T =231 6.0mm 0.97 Slim 39,1 ¢ 9008150SL 8 awoinmoB 6.0 Mm 1.42 MM TOHKUR 37.4r
mm mm = 205 mm

9009150SL 9” - 231 6.0 mm 1.42 Slim 40,2 ¢ 9009050SL 9 gwoiimoB 6.0 MM 0.5 mm ToHKuKIA 39,1 r
mm mm =231 mm
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Measurements and tolerance:

Tip width — criteria are the following:
¢ 0.50 £ 0.08 mm for the product code 9009050ST, 9008050ST,
9007050ST, 9009050SL, 9008050SL.
* 0.97 + 0.08 mm for the product code 9009100ST 9008100ST,
9007100ST, 9009100SL, 9008100SL.
» 1.42 + 0.08 mm for the product code 9009150ST, 9008150ST.
9007150ST, 9009150SL, 9008150SL

Tip length — criterion is the following (Same for all the
configurations):
* 6.0+ 0.2 mm

Total length — criteria are the following:

+ 180 + 2 mm for the product code 9007150ST, 9007150SL,
9007100ST, 9007100SL, 9007050ST, 9007050SL

« 205 + 2 mm for the product code 9008150ST, 9008150SL.
9008100ST, 9008100SL, 9008050ST, 9008050SL

« 231 £ 2 mm for the product code 9009150ST, 9009150SL,
9009100ST, 9009100SL, 9009050ST, 9009050SL

9009100SL | 9 mwoiiMoB | 6.0 MM | 0.97 MM | ToHkHi#H 39,1r
=231 MM

9009150SL | 9 mioiimoB | 6.0 MM | 1.42 MM | ToHkmi 40,2 r
=231 MM

Pa3Mepbl ¥ AOMyCKH:

[llupuna HakOHEYHHKaA

+ 0.50 £ 0.08 MM ana katanoxsbix Homcpos: 9009050ST, 9008050ST,
9007050ST, 9009050SL, 9008050SL.

« 097 + 0.08 MM ans kaTanoxHbIXx HoMcpoB 9009100ST 9008100ST,
9007100ST, 9009100SL.. 9008100SL.

e 142 £ 0.08 MM a1 KaranoxHbiXx HomepoB 9009150ST, 9008150ST,
9007150ST, 9009150S1.. 9008150SL

JlnimHa HakoHe4YHHKa (0Ol JOoMyCK JUIA BCEX KaTaloXHbIX HOMEPOB):
* 6.0+ 0.2 MM

O6was anMHa:

* 180 + 2 MM 11 KaTasloXHBIX HoMepoB: 9007150ST, 9007150SL, 9007100ST,
9007100SL, 9007050ST, 9007050SL

* 205 + 2 MM U1 KaTanoxHbIX HoMepos: 9008150ST, 9008150SL., 9008100ST,
9008100SL, 9008050ST. 9008050SL

* 231 £ 2 MM ang katanoxHbix HomepoB 9009150ST, 9009150SL, 9009100ST,
9009100SL, 9009050ST. 9009050SL

Weight:

Tolerance: +2% for all REF
Closing/opening force at the handle. Tolerance is £2%
9007050ST | 2,74N = 0,14N 9008150ST | 3,0IN+0Q,I12N
9007100ST | 2,93N = 0,14N 9009050ST | 2,50N £ 0,14N
9007150ST | 2,9IN +0,14N 9009100ST | 2,89N £ 0,14N
9008050ST | 2,96N = 0,12N 9009150ST | 2,89N £ 0,14N
9008100ST | 2,96N + 0,12N 9008050SL | 2,88N £ 0,12N
9008100SL | 2,89N + 0,12N 9009100SL | 2,50N £ 0,14N

Bec:

Jonyck + 2% ans Bce KaTalnoXHbIX HOMEPOB

Cwna 3aKpbITHA/OTKPLITHA Ha PYKOSATKE.

9007050ST

2,74H £ 0,14H

9007100ST

2,93H+0,14H

9008150ST

3,0lH+0,12H

9009050ST

2,50H £ 0,14H

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

13




9008150SL [ 2,94N % 0,12N 9009150SL | 2,45N + 0,14N 9007150ST | 2,91H+ 0,14H 9009100ST [ 2,89H + 0,14H
9009050SL_| 2,74N % 0,14N 9008050ST | 2,96H £ 0,12H 9009150ST | 2,80H = 0,14H
9008100ST | 2,96H % 0,12H 9008050SL | 2,88H + 0,12H

Closing/opening force at the tip shall be over 0.47N for all REF. 9008100SL_| 2.89H + 0,12H 9009100SL | 2,50H + 0,14H
9008150SL | 2,94H + 0,12H 9009150SL | 2,45H + 0,14H

Space dimension between tips in

an open relaxed position mm

Pigtail length 610 mm + 26 mm

3akpbiBarolllee/OTKPBIBAIOMIECE YCHIHE HA HAaKOHEYHHKAX JOMKHO ObITh HGosee
0,47 H nnsa Bcex KaTanoxXHbIH HOMEPOB.

Paccrosnne Mexjay HakoHeyHMkaMu B | 16.51 MM +1.85/- 4.72 MM

OTKPLITOM paccnabiaeHHOM MOJIOKEHUH

Jinuna kabens («1Hrrein») 610 MM £ 26 MM

Materials / MaTepnaabi

Forceps are made of high-quality medical materials. Tines and tips
are made of aluminum base plated with zincate, nickel, gold, silver.
and rhodium finish. Tines also coated by polyamide.

The other parts are made of Thermoplastic elastomer, Stainless steel,
Acrylonitrile butadiene styrene and Epoxy. Cord made of copper wire
nickel plated phosphor bronze and coated by insulation.

This device family does not contain any medicinal substances, any
animal or human tissue, any latex/phthalates

W3nenusa M3rotoBsieHbl H3 BbICOKOKAYeCTBEHHBIX MEAHUHHCKHX MaTEpHAJIOB.
BpaHiuy M HaKOHEYHHKHM COCTOAT W3 AIIOMMHHEBOM OCHOBLI. TIOKPLITOH
IIMHKATOM, HUKEJIEM, 30JI0TOM, cepeGpoM, poaueM. BpaHLIK NOKPLITEI TaAKXKe
1OJIAMHIOM.

OcranbHble JeTaiH MHHUETOB H3TOTOBJICHBI H3 TEPMOIJIACTHYECKOro
yNacTOMEpa, HepXaBelolled  CTaiW, aKpWIOHHTPHI-OyTaAMeH-CTHpoOa,
JNOKCUAHOK cMonbl. KabGenb H3roToBieH M3 MEOH, HHUKEIMPOBAHHOM
(pocdopHo#t 6pOH30# U NOKPLITOIH H301IUHOHHBLIM MATEPHATIOM.

M3aenus He colepxar JNeKapCTBEHHbIX CPeICTB, NPOAYKTOB XHBOTHOIO HJIH
YEIOBEYECKOro IPOHCXOXKAEHHS, a TaKXe JlaTekca H (raTanos.

Operating conditions / Yc/10BHS YJKCNJIYAaTALHH MeAHLIHHCKOr0 H3eJIHs

Operating Temperaﬁlre +10° C to +40° C

Range

ot +10 xo +40 °C
ot 20 10 80 %, OTHOCHTENbHasA, Oe3
KOHJEHCallHH

Jlnana3oH paboueii TeMnepartypbl
HunanazoH paboueit B1aXxHOCTH
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Operating Humidity Range | 20% to 80% relative humidity, | inanazon paboyero aarnenus [ ot 700 xo 1050 rIla |
non-condensing
Operating Pressure Range | 700 hPa to 1050 hPa BHHMATENEHO OCMOTPHTE CTEPHIBHYIO YMAKOBKY.
He ncnonnayiite u3nemme, ecna:

Inspect the sterile package carefully. Do not use if; * YNIAaKOBKa HIIH ONHCTEp KaXyTcs MOBPEXKICHHAIMH;
» the package or seal appears damaged, * COACPKHMOE YTIAKOBKH KaXETCsi NOBPEKACHHBIM; WIH
» contents appear damaged, or * HCTEK CPOK TOHOCTH.
» the expiry date has passed.

Storage and transportation conditions / Y¢/10BHS TPAHCIIOPTHPOBKH B XPAHCHHS MEAHNHHCKOro H3Ke NS

Operating Temperature | -20° C to +50°C ana3oH TeMMepaTypHl oT -20 no +50 °C
Range JnanaszoH BAaXHOCTH ot 20 a0 80 %, oTHOCHTeNnbLHAY, Ge3
Operating Humidity Range | 20% to 80% relative humidity, KOHJACHCAUMH
non-condensing Juanazol maBnenns o1 500 mo 1050 rlla
Operating Pressure Range | 500 hPa to 1050 hPa

Do not allow the devices to remain in environmental extremes. After | He cnexyer noaseprarte H3zenus BO3ACHCTBHIO 3KCTpPeMalbHbX YCIOBMi
exposure 10 environmental extremes, such as those found in transport | oxpyxatomeif cpes! npa TpaHCIOPTHPORKE ¥ Xpanennu. [locne posaelicTeus
or storage, allow the devices to come to room temperature before | 3KCTpeMaNbHBIX YCIOBHI OKpyXalomel Cpeanl, NepeA BKIIOYEHHEM, H3JETHE
operating. HeoOXOAMMO BRINEPKATH 10 HArpesa JO KOMHATHON TeMIepaTyphl.

Storage forceps in package in a cool dry place! As long as the | XpanuTe muHUETHI B yITAKOBKE B CYXOM HpoxiaagHoM Mecte! Ilpu ycrosuu, 9To
packaging lid is not opened or damaged, the product is provided | ynakoBka He BCKpHITA i He IOBpeX/IeHA, H3AE/IHE ABARETCA CTEPHABHEIM
sterile, and is nonpyrogenic in the patient-contacting area from the tip | ¥ HeNHPOreHHHIM B KOHTAKTHpyIOmIEH ¢ NAUWEHTOM OONACTH OT KOHYHKA O
to the bend in the forceps. n3ru6a NMHLETOB.

Package contents / KoMNJexT NocTaBKH

Each device package includes product and instructions for use. | B KOMITEKT MOCTABKH KAXIOTO HMHIETA BXOAHT CAMO H3AETHE H
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| mHCTPYKLMS 10 ero npuMeHeHHIO.

Package description / OnHcanne ynakoBkH

The CODNAM VersaTru® Bipolar Forceps come with a tip protector,
a hollow, transparent piece of tube that covers the tips of the bipolar
forceps to further protect the tips from damage during transportation
and handling prior to use.

The packaging configuration of the CODMAN VersaTru® Bipolar
Forceps consists of an inner rctainer tray fitted into a sealed outer
blister tray that is placed inside a unit box.

The packaged, single-use CODMAN VersaTru® Bipolar Forceps are
then terminally sterilized by means of Gamma Irradiation.

Bunonapusie nunuers CODNAM VersaTru® yiakosaHb! ¢ 3aliMTHBIM 4EXJIOM
JUI HAKOHEYHHKOB — MOJILIM NMPO3PaYHbIM KyCOYKOM TPYOKH, 3aKphIBAIOLIHM
HAaKOHEYHMKH OHMONAPHBIX NHUHUETOB A JOMOJAHHUTENBHOH 3alllUThl OT
NoBpeXJeHuii BO BpeMs  TPAHCNOPTHPOBKM M oOpallleHHs  nepen
HCIIOJIb30BaHHEM.

Koudurypauus ynakoBku Ounonspueix nunuetos CODMAN VersaTru®
COCTOMT U3 BHYTPEHHEro GHKCHPYIOLLETO JIOTKA, BCTABJIEHHOTO B T€pPMETHYHbIH
BHELIHHIi OIMCTEPHBIH JIOTOK. KOTOPLIH NOMELIAaeTCss BHYTPH KOPOOKH.
VYnakosanuble oaHopa3soBble GunonspHsie nuHuetst CODMAN VersaTru*
3aTeM OKOHYATEJIbHO CTEPHIIN3YIOT C MOMOLUIBIO FaMMa-00ITy YeHHS.

Symbols used in labelling and in IFU / CumMBoJibl, HCNIOJIb3yeMbi€ Ha ITHKETKAX H B IKCIJIYaTALHOHHOH JOKYMEHTAlUHH

Legal manufacturer

REF Catalog number

@ Batch code

Country of physical manufacturing

Quantity

CuMBoOJ opHUMANTBHOTO

I I II NPOM3BOAHTENA

KaranoxHsifi Home
REF P

‘ Homep naptun
[LoT] oMep e

CTtpaHa npon3BoACTBa

MADE IN
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16




S Use by m KonuuyectBo

Mcnonb3oBaTb A0

Date of manufacturing
NAIT S

Caution r] [aTa nponssoacTtsa

BHumaHune!

SI LE R Sterilized using irradiation
Do not resterilize < CTepnnn3oBaHo ramma -
bl u | | R N3NyYeHnem

He ctepunnsoBaTb NOBTOPHO

Do not reuse

qﬂ_y Medical workers only
TOoNbKO ANS MEAULUHCKOTO
Nonpyrogenic, see instruction for m npMMeHeHUA
XA

HenuporeHHOo, CM MHCTPYKLUIO MO

)KA NPUMEHEHNIO

He ncnonb3oBaTb MOBTOPHO
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Ce case number Howmep gena EC

Ce Ce

2 7 9 7 2 7 9 7
Refer to Instruction for use CM. MHCTPYKLUIO NO NPUMEHEHNUIO
Do not use if package is damaged He ncnonb3oBaTtb npu
NOBPEXLEHHON ynakoBKe
Storage and transportation TemnepaTypHble TUMUTHI NPK
K o7 temperature limits XPaHEeHUN N TPAHCNOPTUPOBKE
-20"C
Storage and transportation NTMMKNT oTHOCUTENbHOIA
~ro% 10€ and transp /- 80%
humidity limitations BNa>XHOCTU MPU XpaHeHUU ”
TpaHCMOpTUPOBKE
20% - 20%-"
A-1050 hPa Storage an_d transportation AA1050 hPa ATMoOC(hepHOe gaBfieHUe npu
atmospheric pressure XPaHEHWN N TPaHCMOPTUPOBKE
500 bPay” 500 bPay”
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Usage / NMpumeHeHWe n3aenns

Maintenance Requirements / TpeboBaHnA K C60pKe 1 NOAK/IHOYEHMIO

Note: These instructions are consecutive. Failure to follow the
defined and specified sequence explicitly disclaims their validity.

1. Using aseptic technique, transfer forceps from the package to the
sterile field.

2. Connect the forceps cord to the socket of an electrosurgical cord.
WARNING: Ensure the connection is completely seated. Failure to
observe warning may result in electrical shock or injury to the patient
or operating room personnel.

3. Using aseptic technique, insert the bipolar cord generator plug(s)
into the bipolar electrosurgical generator.

WARNING: Ensure the bipolar electrosurgical generator is in the
“off’ position when connecting the bipolar cord. Failure to observe
warning may result in electrical shock or injury to the patient or
operating room personnel.

In the process of using the device, it is necessary to follow the
connection procedure and the rules also indicated in the instructions
for use ofthe electrosurgical generator used.

MpumeyaHue. HacToswWwmMe UHCTPYKLUY nocnefoBaTelbHbIMU.
Hecob6ntogeHune 3afaHHOM 1 YKa3aHHOW Nocief0BaTeNbHOCTY SBHbBIM 06pasom

ABNAKTCA

ANWAeT MHCTPYKLUN CUNBI.
1. AcenTuyecknMm cnocob6omM M3BAEKUTE NMUHLETbl U3 YNaKOBKU B CTEPUbHOM
none.

2. MopgknwouynTe Kabenb NUHLETOB K THE3AY 3NeKTPOXUPYPruyeckoro kabens.
MPEAYNPEXOEHWE. Yo6eguTecb, 4TO Kabenb CcOeAWHEH A0 ynopa.
Hecob6nofgeHne aToro npaBmana MOXeT NPUBECTU K NOPaXEHMNIO 3NEKTPUYECKUM
TOKOM WX TpaBMe nalueHTa UAM nepcoHana onepaLuoHHONM.

3. AcenTtuyeckum cnocobom BcTaBbTe wTekep(bl) 6unonsipHoro kabens,
npefjHa3HayeHHble ANA MNOAK/IOYEHUA K TeHepaTopy, B OGUNONAPHBINA
3NeKTPOXUPYPrUYECKNii reHepaTop.

NMPEAYMNPEXAEHWE. Mpun nogkntovyeHnn 6unonspHoro kabena ybeantecs,
YTo OMNONAPHBLIA 3NEeKTPOXUPYPruYeckuii reHepatop oOTKaw4YeH (OfO.
HecobntoAaeHne 3TOro npasuia MOXeT MPUBECTU K MOPAXKEHU IO
INeKTPUYECKMM TOKOM MM TpaBMe NaLMeHTa WaM nepcoHana onepaLMoHHONM.

B npouecce mnNpuUMeHeHWs wu3fenus Heobxoaumo co6nwaaTb NOPAfOK
MOAKNIOYEHUS U NpPaBuia, yKasaHHble TakKXe B MHCTPYKLUU MO MPUMEHEHWUIO
MCMOMb3YEMOTO 3IEKTPOXMPYPTrMUYECKOTo reHeparopa.

Troubleshooting / lnarHocTnka Henonagok

Inspect instruments for damage prior to use. This 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.
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Mepes MCNONb30BAHWEM MPOBEPSAATE MHCTPYMEHTbI Ha HanMune NOBPEXAEHUIA.
JTO MOXHO cfenaTb BU3yanbHO, NOA YBENUUNTENbHBIM CTEKOM, NN MPU

MoMOLWM  BbICOKOBONMNbTHOIO  ycTpoicTBa ANs  MNPOBEPKW  M30NSALUN.
MoBpeXxAeHNs MN30NALUM MOTYT MPUBOAWTL K TMOAYYEHWIO MNaLUeHTOM WU
0nepaTopoM 0XOFOB U APYFUX TPaBM.
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In case of any malfunction, you must stop using the medical device
and contact an authorized representative of the manufacturer.

B ciayyae HeMCNpaBHOCTH HEOOXOAMMO [MpPEKpPaTHTh  HCIOJBL30BaHHE
MEJULMHCKOrO H31eNHus W CBA3aThCA C YMNOJHOMOYEHHBIM MNpeJCTaBUTE EM
NpOH3BOAKTENS.

Requirements for medical device maintenance and repair / TpeGoBanusi k TeXHH4YeCKOMY 00CTy’)KMBAaHHIO H PEMOHTY
MeAHUHHCKOro H3e/IHs

Not applicable.

I He npumMenumMo

Cleaning and sterilization / OQuncTka H cTepHAH3aUHSA

Bipolar Forceps are intended for SINGLE USE ONLY and supply
sterile.

The CODMAN VersaTru® Bipolar Forceps are Gamma sterilized in
accordance with ISO 11137-2:2013, with min dose of 25 kGy to
achieve a sterility assurance level (SAL) of 10,

Resterilization of used product by the customer strongly prohibited!

bunonspHeic NMHHUETH NOCTABIAIOTCA CTEPUIbHBIMH W NpEIHA3HAYEHb! NS
OJHOPa30BOr0 WCHOJIbL30OBAHU.

[TuHUETHI CTEPUIH30BaHbI FTaMMa — U3NTyYEHHEM B COOTBETCTBHE CO CTAHAAPTOM
ISO 11137-2:2013, MuHuMaabHOM no30# 25kI'p A0 AOCTHXKEHHS YpOBHA
ctepunbHocTH 107,

[ToBTOpHAs CTEpUIM3aLUA HCITOIBb30BAHHBIX H3JIEAHI CTpoXaiilue 3anpelueHa!

List of international regulatory documents/standards which the medical device complies with / IlepeueHb HaUHOHANLHBIX
H MeKAYHAPOAHBLIX HOPMATHBHbIX A0KYMEHTOB/CTAHJAPTOB, KOTOPHIM COOTBETCTBYET MEAHUHHCKOE H3e/IHe

Standard Year Title Howmep lon Ha3Banne
Number o CcTaHaapTa | ]
EN ISO | 2016 Medical Devices - Quality EN ISO | 2016 U3nenns MEJHLIHHCKHE. Cuctembl
13485 Management  Systems - 13485 MEHEDKMEHTa KavecTBa. TpeGoBanms nis

Requirements for Regulatory uesei peryJMpoBaHus

Purposes EN ISO | 2012 Uinenns  meauuunHckue.  [lpuMeHenne
EN ISO | 2012 Medical devices - Application 14971 MEHEDKMEHTA PHCKA K MEIHUHHCKUM
14971 of risk management to medical M3JCJIHAM

devices IEC 60601-1 | 2005/A1:201 | U3gennuss MEIHUHUHCKHE  3JIEKTPHYECKHE.
IEC 60601-1 |2005/A1:201 | Medical electrical equipment - 2 Yacts 1. O61me TpeboBaHKs 6e30NnacHOCTH

2 Part 1: General requirements

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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IEC 60601-1-

2

IEC 60601-2-

2

EN 1041

EN ISO

15223

EN ISO

11137-1

EN ISO
.J 1 137-2

2014

2009

2008

2016

2015

2015
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for basic safety and essential
performance

Medical electrical equipment -
Part 1-2: General requirements
for basic safety and essential
performance - Collateral
standard: Electromagnetic
compatibility - Requirements
and tests

Medical electrical equipment -
Part 2-2: Particular
requirements for the basic
safety and essential
performance of high frequency
surgical equipment and high
frequency surgical accessories
Information Supplied by the
Manufacturer of Medical
Devices

Medical Devices - Symbols to
be Used with Medical Device
Labels, Labeling and
Information to beSupplied
Sterilization of Health Care
Products - Radiation - Part 1:

Requirements for
Development, Validation, and
Routine Control of a

Sterilization Process for
Medical Devices
Sterilization of Health Care

Products - Radiation - Part 2:

IEC 60601-1-
2

IEC 60601-2-
2

EN 1041

EN ISO
15223

EN ISO
11137-1

EN ISO
11137-2

EN ISO
11737-1
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2014

2009

2008

2016

2015

2015

2006

C YyuyeToM OCHOBHbIX (YHKLMOHAaNbHbIX
XapaKTepucTuK
N3pgenus MefUUUHCKWE 31EeKTPUYECKUE.

YacTb 1-2: Oo6wune TpeboBaHun4
6esonacHoOCTH c yyeTom OCHOBHBIX
PYHKLMOHANbHbIX XapakTepucTuk.
MapannenbHbl i cTaHgapT.

ANeKTPOMarHnTHas
Tpe6oBaHMA U UCNbITAHUA
N3genns MeaULUMHCKUE 3NeKTPUUYECKUE.

COBMECTUMOCTD.

YacTb 2-2: YacTHble TpeboBaHUA
6eszonacHoOCTH c yuyeToMm OCHOBHbIX
(hYHKLMNOHANbHbIX XapakKTepucTuk K

BbICOKOYACTOTHbIM 3/IEKTPOXUPYPTUYECKUM
annaparam " BblCOKOYACTOTHbLIM
3NEeKTPOXUPYPIMYECKUM NPUHALNEXHOCTAM
N3pgenus MeguLnHCKMeE. MHdopmayus,
npegoctaBngeMas U3roToBUTENEM

N3pgenna MeAULUHCKNE. CvmMBOHI,
npuMeHsieMble NPW  MapKMpoBaHUM  Ha
MEAULUHCKNUX W3LENUAX, 3TUKeTKax WU B
CONPOBOANTENbHON AOKYMEHTALNN.
CTepunmsaumsa MefULUHCKOW NPOAYKLUUN.
O6nyyeHue. Yactb 1. TpeboBaHus K
pa3paboTke, YTBEPXAEHUID U TeKylWwemy
KOHTPONI npouecca cTepununsanmm
MeAULUHCKUX NpnbopoB

CTepunusauma MegULWHCKOW NpPOAYKLUN.

O6nyyeHue. Yacte 2. YcTaHOB/ieHUe
cTepunusytow e go3bl
Ctepunmsaums MeaULWHCKUX  U3LENunit.

Mwukpobuonornyeckne wmetogbl. Yactb |.



EN ISO
11737-1

EN ISO
11737-2
ANSI/AAMI
ST72

USP 85

EN ISO
11607-1

EN ISO
11607-2
ASTMF1929

2006

2009

2011/(R)201
6

2017
2009

2006

2015
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Establishing the Sterilization
Dose

Sterilization of Medical
Devices - Microbiological
M ethods - Part 1;

Determination of a Population
ofMicroorganisms on Products
Sterilization of Medical
Devices - Microbiological

Methods - Part 2; Tests of
Sterility Performed in the
Definition, Validation and
Maintenance of a Sterilization
Process

Bacterial Endotoxin - Test

Methods, Routine Monitoring
and Alternatives to Batch
Testing

Bacterial Endotoxins Test
Packaging for
sterilized medical
Part 1. Requirements for
m aterials, sterile barrier
systems and packaging systems
Packaging for terminally
sterilized medical devices —
Part 2: Validation requirements
for forming, sealing and
assembly processes

Standard Test Method for
Detecting Seal Leaks in Porous

terminally
devices -

EN ISO
11737-2

ANSI/AAMI

ST72

USP 85

EN ISO
11607-1

EN ISO
11607-2

ASTMF1929

ASTM
F88\F88M

EN ISO
10993-1
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2009

2011/(R)201
6

2017

2009

2006

2015

2015

2009\AC:20
10

OueHKa NONynsuMM MUKPOOPTaHM3MOB Ha

npoayKumum
CTepunusauuns MeaWUWNHCKUX  W3LENuii.
Mukpo6uonornyeckme mMeTogbl. Yactb 2.

McnblTaHWA Ha CTEPUIBHOCTb, NPOBOAUMbBIE
npu Banupaunm npouecca cTepuamsayuu
BakTepuanbHbIl 3HLOTOKCUH - METOAbI
TeCTUPOBAHUA, TeKYLWUA MOHUTOPUHT W
anbTepHaTMBbl CEPUIAHOMY TECTUPOBAHUIO
TecTupoBaHue Ha 6akTepuanbHblin
3HAO0TOKCUH

Y nakoBka MeAVLUHCKNX nsgennii,
nognexawmx QUHUIWIHOKW CcTepuan3aLum.
Yactb 1. TpeboBaHua K MaTepuanam,
6apbepHbIM cCUCTEMAM N8 CTepuamnsaunm u
yMaKoBOYHbIM CUCTEMAM

Y nakoska MeaNLUHCKNX n3gennii,
nognexawmx QUHUIWLIHOK CcTepuansaLum.
YacTb 2. TpeboBaHNA K OLEHKe MpPOLECCOB
(hbopMupoBaHUA, repMeTm3anmm n c60pKM
CTaHAapTHbIA  MeTOA  MWCNbITAHUA AN
0BHapyXeHNUs yTe4yeK 4epe3 YNAOTHEHUSA B
MOPUCTBIX MEAULWHCKUX yNakKoBKax NyTem
MPOHWKHOBEHUA KpacuTens

CTaHpapTHbI mMeTof onpegeneHmns
MPOYHOCTM CBApPHbIX COEAMHEHUI TUOKUX
3alMTHBIX MaTepuanos

n3pgenns MeAULUNHCKNE. OueHka
6M0N0OrNYecKoro pencTeus. YacTb 1:
OueHka ®“ wuccnefoBaHus B npouecce

MeHeOXMEeHTa puckKa



Medical Packaging by Dye EN ISO | 2009 U3nenus MEAHLIHHCKHE. Ouenka
Penetration 10993-4 6uosioruyeckoro ACACTBHA MEIAMLIHHCKHX
ASTM 2015 Standard Test Method for Seal usnenuii. Yacte 4. Uccnenosanus usnenuii,
F88\F88M Strength of Flexible Barrier B3aUMOJICCTBYIOLIMX C KPOBBIO
Materials EN ISO [ 2009 Uznenus MEHLHMHCKHE. OueHka
EN ISO | 2009\AC:20 | Biological evaluation of 10993-5 6HONOrHYeCKOro JACHCTBHA MEIHIMHCKHX
10993-1 10 medical devices — Part 1: uanenui. Yacrte 5. HUccnenoBanus Ha
Evaluation and testing within a LIMTOTOKCHMYHOCTh: METO/Ib! in Vitro
risk management process ISO 10993- | 2010/R2014 | U3nenus MEAMLMHCKHE. Ouenka
EN ISO | 2009 Biological  evaluation  of 10 6HOoNOrHYeckoro JAEHCTBHA MEIHUHHCKHX
10993-4 medical devices — Part 4: mwsgemmid.  Yacte 5. Hccnenoanms
Selection of tests for pa3apaxarolero ¥ CEeHCHOMIU3UPYIOLLEro
interactions with blood JAcHCTBUA
EN ISO | 2009 Biological  evaluation of EN ISO | 2009 Uznenus MEJHUHHCKHE. OueHka
10993-5 medical devices — Part 5: 10993-11 6uonoruuyeckoro AEeHCTBUA MeIUIIMHCKUX
Tests for in vitro cytotoxicity w3nenuii.  Yacts 11:  HccnemoBanus
ISO 10993- | 2010/R2014 | Biological  evaluation  of 00111eTOKCHYECKOTO JIeHCTBHS
10 medical devices — Part 10: EN ISO | 2009 HUznenus MEIUIIHHCKHE. Ouenka
Tests for skin sensitization 10993-17 6Honoruyeckoro JIeHCTBHA MEAMUMHCKHX
EN ISO | 2009 Biological  evaluation  of usgemmd.  Yacte 17 VYcrtaHoBneHue
10993-11 medical devices — Part 11: NOPOTOBbIX 3HAYEHHH I8 BbIMbIBa€MBIX
Tests for systemic toxicity BELICCTB
EN ISO | 2009 Biological  evaluation  of EN ISO | 2009 Usnenna MEIHLHHCKHE. Ouenka
10993-17 medical devices — Part 17: 10993-18 6uonoruyeckoro ACHCTBHA MEIMUMHCKHX
Establishment of allowable usgenuit. Yacts  18: Uccneaosanue
limits for leachable substances XHMHYECKHX  CBOHCTB  MaTCpHAIOB B
EN ISO | 2009 Biological  evaluation of npouecce ynpaBieHHs pUCKaMH
10993-18 medical devices — Part 18: ASTM F756 | 2013 CranpaprHas npaKTHKa OLICHKH
Chemical characterization of ' TEMOJIMTHYECKHX CBOHCTB MaTEpHAI0B
medical device materials MedDev Pen.4 PykoBOACTBO 10 MEIHLMHCKHM H3ICNTHAM.
within a risk management 2.7.1 Knnnnueckas ouenka: PykoBoacTso mns
e process
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ASTM F756 2013 Standard Practice for
Assessment of Hemolytic
Properties of Materials
MedDev Rev.4 GUIDELINES ON MEDICAL
2.7.1 DEVICES. CLINICAL
EVALUATION: A GUIDE
FOR MANUFACTURERS
AND NOTIFIED BODY
MedDev Rev.2 Guidance document Medical
2.12-2 devices - Market surveillance -

Post Market Clinical Follow-
up studies

N3roTOBUTENEN n
opraHoBs

HoTudnuMpoBaHHbIX

MedDev Pep.2 PyKoBOACTBO NO MEAULWUHCKUM MU3LENUNAM.
2.12-2 CucTtema 64NTENbHOCTM Mef060OpPYAOBAHMA.
PykoBoacTBO ansa npousBoauTene
MeaULWHCKUX W3AeNnniAi no opraHusayumu

KaTaMHEeCTUYECKNUX HabBoJeHnit.

Shelf life/Servicc life / Cpok rogHocTu /cpoK aKcnayaTauum

The CODMAN VersaTru® Bipolar Forceps are validated for a shelf
life of three years.

The CODMAN VersaTru® Bipolar Forceps are single use.
disposable devices intended for use in electrosurgery for the
coagulation oftissue. Bipolar Forceps are intended for short term use.
Surgical procedure times vary, due to multiple variables, including
but not limited to, the patient’s condition and the surgical technique.
The lifetime starts when the physician opens the sterile packaging
and ends when the disposable forceps device is discarded after the
procedure is completed.

Cpok rogHocTn 6mnonspHbiX NnnHUetoB COOMADI Yer3aTru® coctaBnseT Tpu
roga.

bunonapHole nuHuetel CODMAN YersaTru® O4HOpPa30BbIMU
n3gennaMun, npegHasHavYeHHbIMYU AN UCNOJNIb30BAHUA B 3/IEKTPOXUPYPrun Ang
Koar}mauuu TKaHel. OHu npegHasHayeHbl ans KPaTKOCPOYHOTO
Mcnonb3oBaHnsa. Bpemsa xupypruuyeckoin npouesypbl MOXeT BaApbUMpPOBaTbCH U3-
3a MHOXeCTBa NMepeMeHHbIX, BKAOYaA, MOMUMO MPOYero, COCTOAHME MaymnmeHTa
N XUPYypruyeckyrw TexHuKy. Cpok akcnnyatauumm 6GepeT OTCYeT, Korga Bpau
OTKpblBaeT CTepUNIbHYK YyNakoBKY, W 3aKaH4uMBaeTcH,
NMUHLETbl Bbl6pacbiBatOTCA NOCAe 3aBepLIEHNS NpoLesypbl.

ABNAKTCA

Korga OfjHOpa3oBble

Manufactureras warranty / MapaHTnsa npoussoguTens

The warranty period of storage and operation is 12 months

PRODUCT INFORMATION DISCLOSURE:

INTEGRA LIFESCIENCES CORPORATION (“INTEGRA") HAS

EXERCISED REASONABLE CARE IN THE SELECTION OF
TERIALS AND THE MANUFACTURE OF THESE
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FapaHTUWHbBIA Nepuof XpaHeHs M UCNONb30BaHWUS cOCTaBNAeT 12 MecsLeB

MOACHEHWME MO NH®POPMALWNW OB N3AENNW:
INTEGRA LIFESCIENCES CORPORATION (OANEE MO TEKCTY -

“INTEGRAY) MPOABNAET OJONXHYIO CTENEHDb
OCMOTPUTENBHOCTN nPn BbIBOPE MATEPNANOB 7
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PRODUCTS. INTEGRA WARRANTS THAT THESE PRODUCTS
SHALL CONFORM TO THE PRODUCT LIMITED WARRANTY
AS PROVIDED IN THE PRODUCT LABELING OR
APPLICABLE PRODUCT CATALOG. THIS WARRANTY IS

EXCLUSIVE, AND INTEGRA DISCLAIMS ALL OTHER
WARRANTIES, WHETHER EXPRESSED OR [IMPLIED,
INCLUDING BUT NOT LIMITED TO, ANY IMPLIED

WARRANTIES OF MERCHANTABILITY OR FITNESS FOR A
PARTICULAR PURPOSE. INTEGRA SHALL NOT BE LIABLE
FOR ANY INCIDENTAL OR CONSEQUENTIAL LOSS,
DAMAGE, OR EXPENSE, DIRECTLY OR INDIRECTLY
ARISING FROM USE OF THESE PRODUCTS. INTEGRA
NEITHER ASSUMES NOR AUTHORIZES ANY PERSON TO
ASSUME ANY OTHER OR ADDITIONAL LIABILITY OR
RESPONSIBILITY IN CONNECTION WFIN THESE
PRODUCTS.

MPOMN3BOACTBE OAHHOTIO OBOPYNOBAHWA. IHTEOBA
FTAPAHTUPYET COOTBETCTBWE OBOPYAOBAHWA YCJZIOBUAM
OFPAHWYEHHOW TAPAHTWVW B COOTBETCTBUWE C UH®OPMALMNEN,
HEHACEHHOMN HA OBOPYAOBAHWW WNW COLEPXALWEWNCA B
COOTBETCTBYKOWEM KATANOIE WTEONA. JAHHAA TAPAHTNA
ABNAETCH 3KCKNKO3UBHOM U WUWTEOKA HE MPU3HAET HUKAKUX
MHBIX TAPAHTWUIA. MPAMbIX WUIW KOCBEHHbLIX, B TOM 4YWUC/E
NOBbIX (HO HE OFPAHNWYUBAACDH) MPAMbBIX WAN KOCBEHHbIX
FTAPAHTUW MPUMEHNMOCTN B NEYEBHbI X nnn
PEAKPEALUWMOHHBLIX LENAX. I TEKCA HW© NP KAKNX
OBCTOATENBCTBAX HE HECET OTBETCTBEHHOCTW 3A J/IHOBbIE
CNYYANHBIE, KOCBEHHBIE, HEMPAMbBIE YEbI TKU UMW W TPA®HbLIE
CAHKLUWWN, BbISBBAHHBbIE MCIMONTb3OBAHWEM OAHHOTO
OBOPYJOBAHUNA. MYTEOKA HE OBA3BLIBAET 7 HE
YMNMONHOMAUYNMBAET TPETbWN ANAUWLUA HECTUN KAKWE-JINBO WHBLIE
nnu OOMONHWUTENbHbLIE OBASATENBCTBA nnn
OTBETCTBEHHOCTb B OTHOWEHNN JAHHOIO OBOPYJOBAHNA.

NHcTpykumn no ytunusaunm/Disposal instructions

Producis coming into contact with blood and/or biological fluids are
class B medical devices under medical wastes classification and may
be recycled and/or disposed in accordance with applicable national
regulations.

Unused products (not having contact with blood and/or biological
fluids), including those with expired shelf life, belong to class A
medical devices under medical waste classification and may be
recycled and/or disposed in accordance with applicable national
regulations.
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N3aenus, UMeBLW e KOHTAKT C KPOBbLIO WM/UNW APYTUMKU GUONOTUYECKUMN
XULKOCTAMMW, OTHOCATCA K Knaccy b knaccugpukayum meguLMHCKNX 0TX040B, U
nognexaT yTUAM3aLuunm U/MAN YHUUTOXEHUIO COFacHO NPUMEHSEMbIM
HaUMOHaNbHbIM 3aKOHOA4ATeNbHbLIM HOPMaM.

Heucnonb3oBaHHble U3AeNNA (HE UMEBLINE KOHTAKTa C KPOBLIO U/Mnn ¢
GUONOT MYECKUMM XKUAKOCTAMM), B T.4. C UCTEKLW UM CPOKOM FOLHOCTH,
OTHOCATCA K Knaccy A Knaccupukaumm MeauLMHCKMX 0TX040B, nognexart
YyTUAM3aLUN U/MNU YHUYTOXEHMIO COFTaCHO NPUMEHSEMbIM HaLMOHANbHbIM
3aKOHOAATeNbHbIM HOPMaM.
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Peknamaums/Reclamation
For additional information related to the use of the medical product, [N nony4YyeHUA AONONHUTENbLHOW UHpOPMALLMN, CBA3AHHON C NCNONb30BAHNEM

please contact an authorized representative of the manufacturer: MeANLNHCKOTO nspgenna, npocbba cBA3aThCA C YNO/HOMOYEHHbIM
"Neuroproject LLC", npeacTtaBuTeneM Npous3BoanTENAa:

127486, Moscow, Korovinskoe shosse, 10, bldg. 2, floor 1, of.101 000 «HelponpopgXeKT»,

tel. +7(495)660 81 73 127486, r. MockBa, KopoBuHckoe wocce, g. 10, cTp. 2, 3aT1.1, nomewy.101

W W W .neurop.ru Ten. +7(495)660 81 73

W W W .neurop.ru

TeKyLlas Bepcust saKcnyaTaunoHHoi gokymeHTaunm / Current version of Operation documentation
Rev. A, date of issue -01.12.2021 Beocunsa A. gata Bbinycka-01.12.2021
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MepeBof, C aHrINIACKOT0 1 (DPaHLLy3CKOr0 3bIKOB Ha PYCCKMIA A3bIK

MHTETPA
OrpaHNUnTL HeomnpeaeneHHoCTb

YTBEPBAEHWE
«WHTerpa NalipCaitHcn3 CeHTUepnaHg Capn»

Pto XXupapae» 29 (2 atax), CH 2400 Ne>JToknb, LLBeiyapus

/nognncano/ Kowwepo KapuH
(Mognuce, ums)

1 nekabps 2021 T.
(OaTa)

3KcnnyaTaunoHHas AOKyMeHTaums

BunonsapHble nuHueTbl Co(ltan Yer$aTru®
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HOTAPNA/TbHOE SABEPEHWNE

Hwxenognucaswwinca bepHap Jlam6onu, HoTapuyc KaHToHa HewaTtens, LU Benyapus, c ohucom B Jla-LL o-
fe-®OH, HACTOALWMM YAOCTOBEPALT, YTO HacToALWaA KONWUA LAHHOTO YTBepXAeHua (JkcniyaraunoHHas
LOKyMmeHTauunsa) ana «WHTerpa JNakigCaliHcns CsutuepnaHg Capn», pacnofioxeHHou B Jle-Jlokne,
LLl BeiiLLapms, NONHOCTbIO COOTBETCTBYET LOKYMEHTY, C KOTOPbIM OHa CpaBHMBaeTCH.

Na-lWo-ge-doH, cegbMoro gekabps ase ToicAun gBaguatb nepsoro roga (7 gekabpsa 2021 r.).
KCY 73 Ne 65

jnognucaHo!
ilepboBasi neyaTh:! BepHap Jlam6onu, HoTapuyc, Na-Lllo-ae-®oH
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MepeBon 4aHHOTO TeKCTa BbIMOMHEH nepeBofgYnMKomM LU naesoit Mapueit BUKTOpPOBHOIA

Poccuitckaa ®epepayns
Nopog MockBa
[ABajuatb NATOro OKTA6GPSA ABe ThiCAYM ABafLaTb BTOPOro roga

A, AkumoB [ne6 bopucoBny, HOoTapumyc ropoga MOCKBbI, CBMWAETENbCTBY LW lWwocThb
nognucu nepesogymka LU naesoit Mapunm BUKTOPOBHHBI.

Mognuce caenaHa B MOEM NPUCYTCTBUMN.

NinyHoCTb NOANMCABLIEr0 JOKYMEHT YyCTaHOBNEHA.

3apeructpupoBaHo B peectpe: No 77/09-H/77-2022-

YnnayeHo 3a COBeplleHNe HoTapuanbHoro aelictena: 400 pyb6.

B. AKMMOB

Bcero rLiiowypoBsaiio”] yMepoBaHO
nckpenn”® nuncTta (0B)
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