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Russian text English text

1. HAMMEHOBAHWE MEANUMNHCKOIO N3AENNA (MIN) 1. MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
"eHepaTop aneKTpoxupypruyeckunii Megadyne ¢ NprHagNeXXHOCTAMU Megadyne Electrosurgical Generator, with accessories
MpUHAANEXHOCTb: Tenexka Mega Cart ana reHepatopa Accessory: Generator Cart, Accessory Shelf (no more than 100 pieces, if

3NEeKTPOXMPYPrUYECKOro, €O BCriomoraTe/ibHoW nonkoi (He 6onee 100 wT., necessary)
npv HeobXxoAMMOCTH)
Generator Cart, Accessory Shelfmay have thefollowing names inframe
Tenexxka Mega Cart pgna reHepaTopa 3NeKTPOXUPYpPrnyeckoro, co ofoperators manuals: «Mega cart», «Cart».
BCMOMOraTeNbHOW MNONKOW MO>XeT WMeTb cheayluime HammMeHOBaHWUA B
pykoBoAgCT Bax onepaTopa: «Mera-Tene> Ka C BepXHeil NONKo», «Tenex ka»,
«Mera-Tenexka».
Tabnuua 1- Homepa no Katasiory BapuHaToB UCMONHEHNA MeanLMHCKoro nsgenns / Table 1- Reference numbers of MD variations

HanmeHoBaHne MW, mogenu uam sapmaHThbl

MD name, models or variations of MD Homep no kaTtanory / Reference number
ncnonHeHna MU
Tenexxka Mega Cart gnis reHepaTopa Generator Cart Accessory Shelf (no more
3NeKTPOXMPYPrMYecKoro, co BComMoraTe/lbHOM than 100 pieces, if necessary) 1300SJ
nonkon (He 6onee 100 WT., NP HEOOXOANUMOCTK)
2. HASHAYEHWE 2. INTENDED USE

eHepaTop 3anekTpoxupyprudecknin Megadyne ¢ npuHanexHocTtsamm - 310 Megadyne Electrosurgical Generator, with accessories - is intended as a
YHUBEPCa/bHbIA 3MEKTPOXUPYPrUYECKMIA reHepaTop PajMo4acTOTHOrO TOKa, general-purpose electrosurgical generator designed to produce radio
npefHasHayYeHHbIM 419 pe3aHus UM Koarynsauuu, KoTopblii Bo3sgeictByeT Ha frequency (RE) current for cutting and coagulation to be delivered to
LleNeByt0 TKaHb NMOCPeACTBOM BCMOMOraTe/IbHOro 3/71eKTPOa B X0fe OTKPbIThIX  target tissue through an accessory electrode during open and laparoscopic

1 NanapoCKOMMYeCKMUX XUPYPruyecKnx onepawuii. surgical procedures.
3. NMOKA3AHWA N MPOTUMBOMOKA3AHNA K NMPUMEHEHWNIO N 3. INDICATIONS AND CONTRAINDICATIONS FOR USE AND
BO3MO>XHBbIE MOBOYHbLIE 3P DPEKTbI POSSIBLE ADVERSE EFFECTS

3.1. Nokas3aHusa
PasmeLleHmne reHepartopa, 3NEKTPOXMPYPrUYECKUX  aKceccyapoB n 3.1. Indications

NPUHALNEXHOCTEN BO BPeMSA MX MUCMO/Mb30BaHUA MW ANS TPAHCNOPTUPOBKM To set the generator, electrosurgical instruments or accessories on while
in use or for transport.

3.2. MpoTuBONOKasaHus 3.2. Contraindications

MpoTMBOMNOKa3aHWs K NPUMEHEHNIO MEAULIMHCKOTO M3AENNS HE BbISIBNEHbI. Contraindications to the use of the medical device were not identified.
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3.3. MobouHbIE 3aheKTbI

Mo604Hble 3h(heKTbl MOCNE NPUMEHEHUSA He BbISBNEHDI.

4. NMHOPOPMAULUUMA O MNOTEHUWMANBbHBLIX MOTPEBUTENAX MU
N YKA3SAHUNA MO NCMOJIb3OBAHUIO

4.1. YKasaHud Mo UCnosib30BaHNIO

N3penus npegHasHayeHol  Ans

34paBOOXPaHEHNS.

3genus peKkoMeHAyeTca UCNoib30BaTh NpPu YCMOBUAX, YKa3aHHbIX HXKeE.

MCcnoJsib30BaHNA B yypexxaeHnax

4.2. TloTeHUManbHble NOTpebuTenn MU

MeaunumMHCKoe — n3fenve  nNpefHasHa4yeHo 414 KBaM(hMUUPOBAHHOIO
MeAMLMHCKOrO MNepcoHana, KOTOPbIA XOPOLO BrafgeeT COOTBETCTBYHOLLMMU
MeTOAMKaMK 1 npoueaypamu. 'eHepaTop afeKkTpoxmpypruyeckuii Megadyne ¢
NPUHAANEXXHOCTAMWU nNpeAHa3HayeH AN MCMNO/b30BaHUA WCK/IHUUTENBHO B
YC/OBUSAX OMEPaLMOHHbIX KOMHAT WM XUPYPruyecKux oTaeneHnii. OH He
npefHasHayeH 419 UCNOMb30BaHNA B LJOMALIHWX YC/OBUSAX, B MalLUMHaxX CKOPOW
noMOLLM NN Ha CAaHUTApPHOM TPaHCMNOPTE.
4.3. YcnoBusa akcnayataunm MU

YcnoBusa akcnayataynm
Temnepatypa, °C Ot 10 no 40
OT 15 ™ 75
(6e3 KoHAeHCcauunN)
ATMOC(epHOe faBneHue, rfla Ot 700 go 1060
5. OMN[CAHVE OCHOBHbIX ®YHKLVNOHANbHbLIX 2JIEMEHTOB
MW
5.1. O6ulee onucaHne QYHKUMOHANbHbIX 3/IleMeHTOB MU

OTHOCUTENbHAS BAAXXHOCTb, %

Tenexxka Mem Cart pana reHepaTopa 3/1eKTpPOXUPYpPrnyeckoro, co
BcnomoraTenbHoll nonkoii - [JaHHAA TeneXKa OT/IMYaeTCA OT Tenexku Mega
Cart ona reHepatopa 31eKTPOXMPYPruyeckoro, B pa3obpaHHOM BUAe Ha/IMUMEM
[OMOMHUTE/IbHOM  NOMKW N9 pasMeLLeHNss UM XpaHeHUs akceccyapoB W
NPUHAANEXXHOCTEN.

5.2. BO3MOXHOCTb N MeTOAbl
n3genmamu

MHTErpaunm ¢ opyrmMmm MeAUUUNHCKUMMU
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3.3. Adverse effects
No adverse effects were detected after using accessor.

4. INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE

4.1. Directions for use

Devices are intended for use in healthcare facilities.

Devices are recommended for use under operation conditions indicated
below.

4.2. Potential users of MD

The medical device is intended for use by qualified medical personnel
skilled in the particular techniques and procedures to be performed. The
Megadyne Electrosurgical Generator, with accessories is intended for use
in an operating theatre or surgical setting only. It is not intended for home
use, in ambulances or in hospital transport.

4.3. Use conditions of MD
Table 2 - Use conditions of MD
Environmental conditions
Temperature, °C From 10 to 40
From 15to 75
(non-condensing)
Barometric pressure, hPa From 700 to 1060
5. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD
5.1. General description of functional elements of MD

Relative humidity, %

Generator Cart Accessory Shelf - This cart differs from the Generator
Cart, Unassembled by the presence of an additional shelf for accessories

5.2. The possibility and ways of integrating with other medical
devices



KomnaHua Megadyne pekoMeHAyeT MCnonb3oBaTb Tenexky Mega Cart ans
reHeparopa 3NIEKTPOXMPYPrUYECcKOro TONbKO C

Megadyne recommends to use the MegaCart Electrosurgical Generator
reHepatopom Cart only with the Megadyne Electrosurgical Generator and other

3NEKTPOXMUPYPryeckum Megadyne u Apyrumun yTBepXXaeHHbIMU un3genusmn  approved Megadyne products

npounssogctea Megadyne.
5.3. TexHnueckne xapaktepuctukn MW / Technical characteristics of MD

Tabnuua 3 - OCHOBHble TEXHUYECKME XapaKTEPUCTUKN MeAULMUCHKOIO N3aenns
Table 3 - The main technical characteristics of medical device

HanmeHoBaHue Name of MD

TexHUYecKne XxapakTepucTuku /

3HaueHune / Value

Technical characteristics

Tenexxka Mega Cart ana
reHeparopa
3NEKTPOXMNPYPrUYeeKoro, eo
BCMomoratesibHoi nonkoii (REF
1300SJ).

Generator Cart Accessory Shelf.

Harpyska Ha MoKy, He
6onee, kr / Load on the
shelf not exceeding, kg

Monka 1/ Shelf

1 9,1
Monka 2 / Shelf 127
n 3 /Shelf

0flKa e 23
Monka 4 / Shelf 127
4
n 5/ Shelf
] oflKa e 23

6. NMEPEYEHb N OMNMMNCAHWE KOHTAKTUPYHOWKNX C MAUMEHTOM MATEPUWAJZTIOB MW / LIST AND DESCRIPTION OF MD

MATERIALS IN CONTACT WITH THE PATIENT
Tenexxka Mega - Cart fgna  reHeparopa  3/IEKTPOXUPYPruyeekoro, co
BCNOMOraTe/lbHOM MOMIKOW He COLEePXMT MaTepuanoBf KOHTaKTUPYHOLWMX C
nalueHToM.
MpepynpexaeHue:
* [lepes vcnonb3oBaHWEM [aHHOrO 000PYAOBaHWA HafeHbTe MeAMLMHCKME
nepyaTku, 3aperucTpypoBaHHbIe B COOTBETCTBUM C MpasuiamMmy HauMOHa/IbHOro
3aKOHOAATeNIbCTBa, YTOObl YCTPaHWTb BO3MOXHOCTb KOHTaKTa MeAMLMHCKOro
nepcoHana n JacTeli nsgenws.
7. MHCTPYKUWMA MO SKCNAYATALUWNWM /INSTRUCTIONS FOR USE

Koneca gna tenexxkm Mega Cart onsa reHepartopa 3/1eKTPOXMPYPruyeekoro, co
BCMOMOraTe/IbHOM MOJIKOV NOCTaBAATCA OTCOEAMHEHHbIMM BO M36eXaHue
NOBPeXAEHUA npu TpaHcnopTMpoBke. Koneca NpocTbl B YCTAHOBKE U He
TpebylT WCNONb30BaHNUA KaKUX-M60 MHCTPYMEeHTOB. [locne uM3BieyeHus
TeneXxxkn Mega Cart M3 ynakoBOYHOM KOPOOKM Bbl OOGHapyXuTe Koneca B
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Generator Cart Accessory Shelf does not contain materials in contact
with the patient.

Warning:

e Put on medical gloves registered accordacne with national
regulation prior to using this equipment to aviod contact between
medical personal and medical equipement.

The wheels for the Mega Cart are shipped unassembled to prevent
shipping damage. The wheels are easy to install and do not require any
tools. After removing the Mega Cart from the shipping box you will find
the wheels in a small box attached to the base of the Mega Cart.

To install the wheels, place the Mega Cart upside down on a hard



HebO0/bLLONM KOPOOKe, NPUKpPeNnIeHHONM K OCHOBaHUIO Tenexkn Mega Cart.

[na ycTaHOBKM Konec nomectute Tenexky Mega Cart B nepesepHyTOM
MOMNOXeHUW Ha TBepAyto NoBepxHOCTb. CM. pUCyHOK 1

PucyHok 1
YCTaHOBUTE CTEPXKEHb KOJMieca B MOHTaXHOe OTBEPCTME W HafaBMTe Ha KOJIeco
HENOCPEACTBEHHO Haf CTEPXHEM.

YcTaHOBKa BCNOMOraTeNlbHOW NONKMN

[aHHoe o6GopyfoBaHue - 3TO BCMoMorarefibHas nosnka™ (Homep no Kartanory
1350), koTopas npefHa3HayeHa Ans UCMOMb30BaHUA C TeneXxkoin Mega Cart.

BcnomoratenibHas nosika Kpenutes K LeHTpanbHOM nosike Tenexku Mega Cart.
3BneknTe BCNoMorartesibHy MoKy M3 3alMTHOM YNakoBKW 1 MOMECTUTE ee Ha
BEPXHIOD YaCTb TeneXkn. WUCTpyMeHTbl, Tpebytowmecs [N yCTaHOBKM
BCriomoraTenbHol nonku: oteepTka Phillips Ne2 n TopueBoi Knou 3/8 mnm
HebO/bLLOA Pa3BOAHONM K/HOY.

YcTaHOBKA BCNOMOraTeNbHOW NOMKN

CoBMecTUTe BCMOMOraTe/lbHYK0 MOKY C paHee MpOCBep/IEHHbIMU OTBEPCTUAMM
B BepXHe/ 4acTu TeNeXKuW. Vcnonb3yiiTe BXOAAlMe B KOMMIEKT MOCTaBKU
yeTbipe BUHTA U LWainbbl. MHageHbTe Mo Waribe Ha KaAbli BUHT M BCTaBbTe UX B
yeTblpe OTBepCcTMS. HageHbTe ApYryo Wailby Ha BUHT C HVKHEN CTOPOHbI K
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surface. Refer to figure 1

Figure 1
Start the stem of the wheel into the mounting hole and press on the
wheel directly above the stem.

Accessory Shelf Installation

Enclosed is an accessory shelf (catalog number 1350) that is designed
for use with the Mega Cart. The Accessory Shelf is secured to the center
shelf of the Mega Cart. Remove the Accessory Shelf from its protective
packaging and set it on top of the cart.

The tools required to install the Accessory Shelf are a #2 Phillips
Screwdriver and either a 3/8” end wrench or a small adjustable crescent
wrench.

Install the Accessory Shelf

Align the accessory shelf with the predrilled holes in the cart top. Using
the four screws and washers provided, place a washer on each screw and
insert them into the four holes. Put another washer on each screw from
the under side and attach the nut. Tighten with a #2 Phillips screwdriver
from the top while holding the nut underneath with a 3/8” end wrench or
a small crescent wrench. Tighten all screws securely. See figure 2.



HaxunenuTe raiky. 3ataHute otBepTkoi Phillips Ne 2 cBepxy, yaepxuBasi raiiky
CHM3Y C NMOMOLLbHO TOPLEBOrO o3toua 3/8” nnm HeboMbLIOro PasBoAHOrO KkoYa.

Haze>kHo 3aTaHWTe BCe rainkun. CM. puUcyHOK 2.

PucyHok 2

Figure 2

8. BHAYEHWNNA CNMMBOJIOB, YKA3AHHbBIX HA ¥YINMAKOBKE / INTERPRETATION OF SYMBOLS USED ON THE PACKAGE

Cumaon / Symbol 3HaueHue
HH: Howmep no katanory
LOT Kop naptum
wc REP YI'IO}'IHOMOLIiHHbIVI npeacTaBuTeNb
coobLecTse
MpounssoguTtens
H i
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B

EBponelickom

Meaning

Catalog Number
Lot Number

Authorized Representative in the European Community*

Manufacturer
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TemnepaTypa npu yC0BUAX XPaHEHUS

BnaXKHOCTb NpM YCNOBUSAX XpPaHEHUS

XpaHI/ITb BAJIN OT NCTOYHWKOB Tensa

XpaHUTb B CyXOM MecTe

CM. MHCTPYKLWMIO MO 3KcnayaTaumn/6yknet

CM. MHCTPYKLMIO MO 3KCNyaTauum

KonunyecTBo eguHUL, B yraKoBKe

*

ToBapHaa mapka

depnepanbHoe  3akoHogatensctso CLUA  orpaHunymBaer
npofaxy 3TOro YCTPOiCTBa, MO3BONAA MpofaBaTb €ro
TO/IbKO BpayaM Wy Mo 3akasy Bpaua.

CooTBeTCTBME NpoOAyKTa TpeboBaHMAM MO 6e30MacHOCTU
ANa noTpebuTeneil, MeLUKO-CaHUTapHbIM TPebOoBaHUAM 1
TpeboBaHMAM MO 6e30MacHOCTU N8 OKPY>KaloLWeid cpefbl
EBponeiickoro Cotoza.*

Macca; Bec MakcrmasibHas Harpyska

Temperature under storage conditions

Humidity under storage conditions

Keep away from heat

Keep Dry

Refer to Instruction Manual/Booklet

Consult Instructions For Use

Packaging Unit

Trademark

Federal (USA) law restricts this device to sale by or on the
order of a physician.

Product compliance with consumer safety, health and
environmental requirements of the European Union.*

Maximum load



v -
VYKa3biBaeT, YTO  VIEKTPHYECKOE W JIEKTPOHHOE

| woﬁ:“:ﬂ":eagzeoﬂlgz ﬁo'z:?;::r Tom';“':j“:;;':;ﬁ:; Indicates that the Electrical and Electronic Product (EEP)
Belll Pallid, np does not contain toxic and hazardous substances or elements

MaKCHMANEHO NOYCTHMYIO, 3 TAKXKE, YTO JaHHME NPOLYKT above the maximum concentration values, and that it is an

ABNAETCA IKOJOTHYECKH 0e30MacHBIM H NPUrOAHBIM NS . . . ,
Gomt environment-friendly product which can be recycled (People’s
nepepe W (cumpon Kuraiickodi Hapoamolt PecriyGmuku Republic of China symbol for Restriction of Hazardous

AN 0003HAYeHHA OTPAHMYEHHA MCMONB3IOBAHHA ONACHBIX . . . *
| Bewects (RoHS) B 7EKTDHUECKOM W e HHOM Substances (RoHS) in electrical and electronic products),

obopyaosanuu)*
! * . ynaxoexa u MapRupoerd MeQUYUHcKo20 usdenus moxcem | * - puckaging and labelling of medical devices may not

i | He codepxcamby ommevennwe cumeonst. Taxxce mozym | contdin noted symbols. It may also contain symbols that are
' | codepacamves cuneoasi, He pesyupyemvie nayuonansnomy | 1 regulated by national standards.

cmandapmany.
9. CPOKT'OJHOCTH, CPOK CJ1YXBbI 9. SHELF LIFE, USE BY DATE
| Cpok cny®6bi — He NPHMEHHMO. Shelf life - not applicable.
L
' 10. ®OPMA NOCTABKH 10. HOW SUPPLIED

Kommiektr nocraskv Tenewxu Mega Cart ann reueparopa | The scope of delivery for the Mega Cart electrosurgical generator‘

MEKTPOXHPYPTHUECKOID BKIIOYaeT B cebn onHy (1) Tenexxy Mega Cart ana | includes one (1) Mega Cart electrosmgncal generator, with an accessory

'l TEHEpaTOpa  JNEKTPOXHPYPIMMECKOro, C  BCIOMOrarenbHod  nonkofi, | shelf, labeling and instructions for use in Russian

| MAPKHPOBKY H HHCTPYKUHIO IO MPUMEHEHHIO HA PYCCKOM 3bIKe 1

11.TIEPEYEHh MATEPHAJIOB )KHBOTHOI‘O H (WIH) | 11.LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN
YEJIOBEYECKOI'O NPOHCXOXIAEHUA ORIGIN

I Henpumerumo. JlaHHOe MEIWMUMHCKOE H3eNnHe He coaepkuT Matepuansl | Not applicable. This medical device does not contain materials of animal

_ HBOTHOIO H {HIN) YENOBEYECKOr0 NPOHCXOMKICHHUSA, and / or human origin, :

| 12. KHHOOPMAIIHA O JIEKAPCTBEHHbBIX IIPENMAPATAX H (WIH) | 12. INFORMATION ABOUT MEDICINES AND (OR)

i  ®APMALIEEBTHYECKHX CYBCTAHIMAX B COCTABE MH PHARMACEUTICAL SUBSTANCES INCLUDED IN MD

. JTOT pa3zien He NMPHMEHMM K JaHHBIM H3senuaM, Tak kak m3genus He | This section is not applicable to the product as the devices do not contain -

| COEpXAT JIEKAPCTBEHHBIX BEIECTB M HE MCMOIb3YIOTCA B couerawun ¢ | medicinal substances and are not used in combination with medicinal

JIEKAPCTBEHHBIMH BEILIECTBAMM, substances.
13. YCJAOBHA TPAHCNTOPTHRPOBKH U XPAHEHHA 13. CONDITIONS OF TRANSPORTATION AND STORAGE
Table 5 - Transportation and storage conditions
Tabnuua § — YCiioBHa TPaHCIIOPTHPOBKH M XpaHeHHs Designation Range
Hanmenosanue Jnanazon Temperature, °C From -40 to 70
Temnepatypa, °C Ot -40 (Muayc 40) a0 70 ) ) Relative humidity, % From 151095
7
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- -
OTHOCHTENbHAA BIAXKHOCTD, %0 Ot 15 10 95 | Barometric pressure, hPa | From 500 to 1060 |
AmMocthepHoe AaBaeHne, rila Ot 500 no 1060 Keep away from heat

XpaHHTL BIAH OT HCTOYHHKOB Tena Keep Dry

XpaHHTE B CYXOM MECTe

14. MOPAAOK H YCJIOBHS YTHAH3AIIMH K YHHUTOXEHHA
MH

Hzmennsa yTHIM3MpYIOTCE JleueOHBIM  YYpeXXACHHEM B COOTBETCTBHH C

TpeGopannsmn CanlluH 2.1.3684-21.

14. MD DISPOSAL RULES AND CONDITIONS
Used and discarded products should be disposed of by a health-care
facility in accordance with the requirements of SanPiN 2.1.3684-21

15. TAPAHTHA

[lpouspoanTes  TAPAHTHPYET  HAUENKHOCTE WIS  NPEAnoIaraeMoro
HCTIONB30BAHHA, NIPH YCIOBHH HaAASKAWIEH TPaHCIOPTHPOBKH W XpaHCHHA B
npeacnsax KOJHUYCCTBA MCNONb30BAHHHA, YKa3aHHBIX B HHCTPYKLUHH MO
NpHMCHEHMI0 MpPOAYKTa WIH B TedeHHe 12 MecAleB cO AHA INEpBOro
HCNONB30BaHHA (B 33aBHCHMOCTH OT TOro, W4TO HACTYNAT paHee).
IMpon3ssoanTeNs HE HECET OTBETCTBEHHOCTH 34 /000# yuiepb MW HecuacTHbIE
CIy9aH, BO3HRKIIHE B Pe3yibTaTe HEMPaBHIBHOIO  HCMONL3OBAHMUA,
YeJOBEYECKHX OMMGOK MMM BHEIIHUX aBapHiHBIX CHTyaunwui. B orHomennn
KayecTBa MPOAYKIUMH, nOXamyicra, CBOKHTECh C  YNONHOMOYCHHKM
NpeacTaBUTENEM H3NOTOBHTENA.

YnonHoMOUEHHSIA NPEACTABHTED IPON3BOAMTENA HMEET NPABO NMPeAOCTABUTH

JIOTIONHUTENBHYIO PaCIIHPEHHYIO FapaHTHIO.

15. WARRANTY

The manufacturer guarantees the reliability for the intended use, subject to
the right transportation, and storage within the number of uses as
identified within the product IFU or within 12 months from the first usage
date (whichever comes first). Manufacturer is not liable for any damage
or accidents resulting from improper use, human error or external
emergencies. Regarding the product quality, please contact an authorized
manufacturer’s representative.

An authorized representative of the manufacturer is entitled to provide an
additional extended warranty.

16. HAUMEHOBAHHME H lOPH,[I,H‘lECl(Hﬁ AIPEC ¢
MPOM3BOANTEJ A MH ! YIIOJTHOMOYEHHOI'O
TIPEACTABHUTEJISI NPON3BOAUTENA B POCCHH

MNPOHU3BOAHUTEJID:

Meranatiu Meauxan Ilpoaaxre, Unk., 11506 South State Street, Draper, Utah

84020, USA (CLLIA).

YIIOJHOMOYEHHOH TNPEACTABHUTEJDL INPOH3BOAHTENA B

POCCHH:

000 «Ixoncon & Jxoucon», 121614, r. Mocksa, ya. Kpeinarckas, a. 17,

Kopn. 2.

Ten. +7(495)580-7777, ®axc: +7 (495) 580-7878
DL-IN i TS.JNJ.com,
DL-INJRU-Medical- ITS.JNJ.com

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

MANUFACTURER:

Megadyne Medical Products, Inc., 11506 South State Street, Draper, Utah

84020, USA.

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER

IN RUSSIA:

Johnson & Johnson LLC,

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

Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878

DL-JN edical QA@ITS.INJ.com,

DL-JINJRU-Medical-Regulatory@ITS.INJ.com
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<Jlororam: «Meragatin» | Ocuosano ¢ 1985 2oy «Meramaitn Meguxan IMpoaarte, Hux.»,
(Megadyne)> 11506 Cayr Creiiv Crpr,
Bpeiinep, IOra 84020, CIHA

TIpodeccuonan » chepe MeXTPOXHPyprIdecKoro oGopyaopanna®

<Kpyrnas neuats: HOT. APHYC «YTBEPXJAIO»
IITAT OTAHO> «Merauaﬁu Memm nponam,nnx»,anA
<NOANHCAHO> (OMXHOCTD)

<Haonucy om pyxu: 19 woas 2021 200a> . Bpaiian Pyén
<Ilitanm: BPAMAH FOJIBHH; ()
Horapuyc, nrrat Oratio, < DONIIACAHO >
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INSTRUCTION FOR USE
OF THE MEDICAL DEVICE

Megadyne Electrosurgical Generator, with accessories
Accessory: Generator Cart, Unas«embled

manufactured by

Megadyne Medical Products, Inc.,
11506 South State Street, Draper, Utah 84020, USA
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MHCTPYKUWMNA HO NMPUMEHEHWIO
MEOAVNUNHCKOI O U3OE/TNA

FeHepaTop 3NeKTpoOXmMpypruuecknin Megadyne ¢ NPUHAANEXHOCTAMM
MprHagNeXHOCTb: Tenexka Mega Cart gna reHepartopa

3NeKTPOXNPYPTrMUYECKOro, B pasobpaHHOM BuUpge

nNpon3BOACTBa KOMMaHUM
MerapgaiiH Meaukan MpopgakTc, MHK.
(Megadyne Medical Products, Inc.),

11506 South State Street, Draper, Utah 84020, USA (CLW A)
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Russian text English text
1. HAMMEHOBAHWE MEOVNUVWHCKOIO N3AENNA (MIN) 1. MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
[CeHepaTop 3afneKTpoXupyprmyeckmin Megadyne ¢ npuHagnexXHOCTAMM Megadyne Electrosurgical Generator, with accessories
MpuHagnexHocTb: Tenexka Mega Cart gna reHepaTtopa anekTpoxumpypruyeckoro, Accessory: Generator Cart, Unassembled (no more than 100 pieces, if

B pa3obpaHHoM Bupge (He 6onee 100 wWT., Npn HEO6XOAMMOCTN) necessary)

Generator Cart, Accessory Shelf may have the following names in
Tene>xka Mega Cart gna reHepaTopa 3anekKTpoxupypruyeckoro, B pasobpaHHom frame ofoperators manuals: «Mega cart», «Cart».
BMAe MOXXeT uMeTb chejywluine HauMeHOBaHUA B PYKOBOACTBax onepaTopa:
«Mera-Tene>xka B pasobpaHHOM Bufe», «Tenexxka», «Mera-Tene>ka».
Tabnuua 1- Homepa no KaTanory BapuMHaToB UCNONHeHNA MeaguunHckoro usgenna / Table 1- Reference numbers of MD variations

Hanmerosarne MUI, Moaen nn BapuanTel MD name, models or variations of MD Homep no katanory / Reference number
ncnonHeHna MU
Tenexka Mega Cart gna reHepaTtopa Generator Cart, Unassembled (no more
31eKTPOXUpPYypruyeckoro, B pasobpaHHom Bupge (He than 100 pieces, if necessary) 1300U
6onee 100 wWT., Npn Heob6XOLUMOCTMK)
2. HASHAYEHWE 2. INTENDED!USE
FeHepaTop 3nekTpoxmpypruyeckmin Megadyne ¢ npumAagnexHoctamum - 3To Megadyne Electrosurgical Generator, with accessories - is intended as

YHUBepPCanbHbIN 3N1eKTPOXUPYPIrUYECKUI TreHepaTop pajuMovyacTtoTHOro Toka, a general-purpose electrosurgical generator designed to produce radio
npejHasHa4YeHHbIA ANnA pe3aHWs W Koarynsauuum, KoTopblii Bo3geiicTtByeT Ha frequency (RE) airrent for cutting and coagulation to be delivered to
LeneByl TKaHb NOCPefCTBOM BCMOMOraTe/llbHOFO 3/1eKTpoja B X04e OTKPbITbIX U target tissue through an accessory electrode during open and

NanapocKOMUYecKMX XUPYPIrMUYECKUX ONepaLunii. laparoscopic surgical procedures.

3. MOKA3AHA N MNMPOTUBOMOKA3AHNA K MPUMEHEHWNIKO W 3. INDICATIONS AND CONTRAINDICATIONS FOR USE
BO3MO>XHbIE MOBOYHbLIE 3¢ DPEKTbI AND POSSIBLE ADVERSE EFFECTS

3.1. NMokKasaHusa

PasmeuieHune reHepaTopa, 3NEKTPOXNPYPIrUYECKUX aKceccyapos 7] 3.1. Indications

NnpUHaANeXHoCTe BO BPEMS UX UCNONb30BAHWUA NN ANA TPAHCNOPTUPOBKM To set the generator, electrosurgical instruments or accessories on

while in use or for transport.
3.2. MpoTuBONOKasaHus 3.2. Contraindications
MpoTnBONOKa3aHWA K NPUMEHEHUID MELULUHCKOIO N3LeNTNSA He BblAB/IEHbI. Contraindications to the use ofthe medical device were not identified.
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3.3. To60ouUHbIe 3hheKThI

Mo6o4YHbIe ahheKTbl Nocfe NPUMEHEHUSA HEe BblSAB/IEHbI.

4. MH®POPMAUWNMA O MOTEHUWMANBbHbBLIX MOTPEBNTENAX MW W
YKA3AHWA MO MCMNO/Tb3OBAHUNIKO

4.1. YKazaHn4a No Ncnosib30BaHUto

N3penna npegHasHayeHbl AN UCNO/Ib30BaHNA B YUPEXAEHUAX 34paBO0OXpPaHeHNA.

|/|3Ael'|l/lﬂ PeEKOMeEHAYETCA UCNONMb30BaTb NPU YCNOBUAX, YKa3aHHbIX HUXE.

4.2. TloTeHUManbHble NnoTpebuTenn MU

MeguuMHCKOE msgenue npefHasHauyeHo ans KBannQUUMpPOBAHHOTO

MeaUWUMHCKOIro nepcoHana, KOTOprVI Xxopowo Bnapeetr COOTBETCTBYyHOUWMNMU

MeToAMKaAMU U npouedypamMu. FCeHepaTop 3NeKTpoxupypruueckuii Megadyne c

NMPUHaANEXHOCTAMMNU npegHasHaydyeH AnsAa nmcnonb3oBaHUA NCKNKYNTENBHO B

YCNOBUAX OMNEpPauMOHHbIX KOMHAT WAU XUPYPruyeckux oTaeneHuit. OH He

npegHasHa4dyeH Anda uncnonb3oBaHMA B AOMalWHUX YCNoBUAX, B MalWKWHaX CKOpOVI

4.3. YcnoBua akcnayataumm MU
Tabnuuya 2 - Ycnosuda akcnnyataumuum MU
Ycnosua akcnayaraynm
OT 10 go 40
OT 1570 75
(6e3 KoOHAeHcaumMm)
ATmMocthepHoe gaBneHue, rfa OT 700 go 1060
5. OMNCAHVME OCHOBHbIX ®YHKUWMOHAJ/IbHbIX 3/IEIMEHTOB
MK
5.1. O6wee onucaHne PyHKLMNOHANbHbIX 3/1eMeHTOB MU
Tene>kka Mesa Cart gna reHepaTopa 3/1eKTPOXUPYPrnyecKoro, B pasobpaHHOM
Bujge -
WHCTPYMEHTOB

TemnepaTypa, °C

OTHOCUTeNbHas BNaxXHoOCTb, %

npegHasHavyeHa ANs pasMel, eHWs reHepaTopa, 3/1eKTPOXUPYPrUYECKUX

MW NpUHAaANexXHoOCTeli BO BpemMsi WX WUCNONb30BaHWA UKW ANA
TPaHCNOPTUPOBKMU.

HUXHASA NONKWU ANA pasMel, eHUs M XpaHeHUs aKceccyapoB UM MPUHAANEXHOCTel.
DyHKUMENR

B cTaHfapTHYO KOMNANEKTauUWI TeNeXKu BXOLAT BepXHAd w©

Tenexka MOHTUpPYeETCA Ha KONecHOM waccu, OCHaWeHHOM

6]'IOKVIpOBKVI Konec ansAa obecrneyeHns yCTOIZLIVIBOCTI/I.
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3.3. Adverse effects
No adverse effects were detected after using accessor.

4. INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE

4.1. Directions for use

Devices are intended for use in healthcare facilities.

Devices are recommended for use under operation conditions indicated
below.

4.2. Potential users of MD

The medical device is intended for use by qualified medical personnel
skilled
The Megadyne Electrosurgical Generator, with accessories is intended

in the particular techniques and procedures to be performed.

for use in an operating theatre or surgical setting only. It is not

intended for home use, in ambulances or in hospital transport.

4.3. Use conditions of MD
Table 2 - Use conditions of M D
Environmental conditions

From 10 to 40

From 15 to 75
(non-condensing)

Barometric pressure, hPa From 700 to 1060
5. DESCRIPTION OF MAIN FUINCTIONAL ELEMENTS OF
MD

5.1. General description of functional elements of MD

Temperature, °C

Relative humidity, %

Generator Cart, Unassembled - An accessory cart uses for to set the
generator on while in use or for transport. The cart comes standard
with an upper and lower shelf for storage of accessories. Itis on wheels

that have locking features for stability.



5.2. BO3MOXHOCTb
n3gennammn
KomnaHma Megadyne pekomMeHAYyeT wucnonb3oBaTb Tenexky Mega Cart gns

n MeToabl WMHTErpaumm ¢ gpyrmMmm MeanUMHCKMUMU

reHepartopa 3IEKTPOXUPYPTMNYECKOTO TONbKO c reHepaTopom

afeKTpoxupyprmyeckum Megadyne vnu APYrMMU YTBEPXJEHHbIMU U3LeNUAMMU
npoussoacTtea Megadyne.
5.3. TexHuueckune xapaktepuctukn MW / Technical characteristics of MD

Ta6nuua 3 - OCHOBHbIE TEXHUYECKMNE XapPaKTEPUCTUKN MELULUCHKOTO N3aenns
Table 3 - The main technical characteristics of medical device

TexHUYeckue xapakTepucTuku /

HanmeHoBaHue Name of MD

5.2. The possibility and ways of integrating with other medical
devices

Megadyne recommends to use the MegaCart Electrosurgical Generator

Electrosurgical Generator or other

Cart only with the Megadyne

approved Megadyne products.

3HauveHmne /Value

Technical characteristics

Tenexka Mega Cart gns Generator Cart, Unassembled.
reHepartopa
3NEKTPOXMPYPr1YECKOro, B

paszobpaHHom Buge (REF 1300UV). Harpyska Ha nonky, e

6onee, Kr / Load on the

shelf, not exceeding, kg

Monka 1/ Shelf

1 12,7
Monka 2 / Shelf 23
Monka 3 7 Shelf 127
3

ZlonKa 4 /Shelf 23

6. MEPEYEHb n OMUCAHVME KOHTAKTUPYIOLW X C MAUMEHTOM MATEPVAIOB MW s LIST AND DESCRIPTION OP MD

MATERIALS IN CONTACT WITH THE PATIENT

Tenexka Mega Cart gns reHepaTtopa 3/1eKTPOXUPYPTUUYECKOTr0 He COLEepXUT

MaTepuanoB, KOHTAKTUPYO LW NX C NaLNeHTOM. *
MpeaynpexpaeHue:
. Mepefg MCNoNb30BaHUEM [JaHHOTo 060pyJOBaHMA HajeHbTe MEAULUHCKUE

nepyatTku, 3apernctpupoBaHHble B COOTBETCTBMMN C nNpaBunamMm HayMmoHanbHOro

3aKoHopaTenbCTBa, 4TO06bI YCTPaHNTb BO3MOXHOCTb KOHTakKTa MeAWUWHCKOrIO

nepcoHana un yacTel nspnennsa.

7. MHCTPYKUMA MO SKCMNNYATAUNWM 7INSTRUCTIONS EOR USE

Cb6opka KOMMaHuu
Megadyne.

[ns ncnonb3oBaHWsA € reHepaTOpPOM 3neKTpoxupypruyeckmy Mega Power wam
Megadyne.

Heob6Xx0A4MMbIE NHCTPYMEHTDI:

TopueBoin kntou, 9/16 nnm 14 mm

npon3soanTCA YNO/THOMOYEHHbLIM npeacTaBnTENEM

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

Generator Cart does not contain materials in contact with the patient.
Warning:
Put

regulation prior to using

with national

contact between

. on medical gloves accordacne

this
medical personal and medical equipement.

registered
equipment to aviod

To be assembled by an authorized Megadyne representative.

For use with the Mega Power or Megadyne electrosurgical generator
Required Tools:

9/16 or 14mm Socket Wrench

3/16 Hex Key (provided)

#2 Phillips Screw Driver



LecTurpaHHblii kKNtoy 3/16 (B KOMNeKTe) Parts List:
OTtBepTKa Phillips Ne 2
Cnucok feTanen

Ne n.nm. / OnucaHue / Description M3o06pa>keH KonnyecTBo / Quantity
Item No. ue/ Image

1 Mpogpuns / Extrusion X 2

2 OcHoBaHue / Base 1

S Pyuka / Knob T 4

4 HuxHnii notok / Lower Tray 1

5 BepxHuit notok / Upper Tray 1

6 BepxHaa vactb / Top ' 1

7 KpenexHasa fgetanb gna T-ob6pa3Hoi ravikm / T Nut Fastener 16

8 BWHT c yrnybneHuem nop knw4y %-20 X 1,5 aoima / 71-20 X 1.57 4
Socket Head Cap Screw
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9 BUHT c yrny6neHnem nop knwd V4-20 X 1/2 groiima / %-20 X 1/2”
Socket Head Cap Screw

10 KoHTpoBOoYHasa waba C BHYTPEHHUMMU
Internal Tooth Lock W asher %”
10/ #10 Flat W asher

3y6uamun % pwilima /

11 Mnockasa waii6a Ne

12 CamoHapesatowunii BUHT 3/8-16 X 2,5 pgroiima / 3/8-16 X 2.57
Thread Forming Screw
13 CamoHapesalowmnin BuHT 3/8-16 X Ynpwiima / 3/8-16 X YT Thread

Forming Screw

14 CamoHapesatowmnii BMHT X» 10-14 X Y§ awiima / #10-14 X Y"
Thread Forming Screw

15 MpyXuWHHBIA 3axum / Spring Clip

16 Llenb cTaTyeckoro paspajga / Static BeigeneHusa Chain

17 Koneco ¢ ¢pukcatopom / W heel with lock

MpumeyaHne: 3HaAYeHUA KPYTALLEro MOMEHTa AN  KpPeneXHbIX AeTanew

npueefeHbl ANA cnpaBku. Ecnv UHaMOMETPUMUYECKON0 K/aK4ya HET B Hanuuuu,

3aTAHNTE BCe KpPeneXHble Aetann Ao nonydyeHma HageX Horo coeguHeHmnA.

Mopsgok cO6opKu
1. Mpukpennte gBa npoguna (1) K ocHOBaHWI Tenexkun (2) npu nomowu
YyeTblpex camoHape3atlWwnx BUHTOB (12), Kak Noka3aHO Ha pucyHke 1. O6paTuTte
BHUMaHWe Ha TO, 4YTO NPOPUAM MMeT 0AHY Npope3b C OJHOW CTOPOHbI WU fBe
npopesn ¢ gpyroli. OanH pa3beM [JONXeH 6bITb obpaleH K BHeWHEeN CTOPOHe
TeNneXKu. 3aTAHUTE BUHTbI WECTUTPaHHbIM KA4YOM Ha 9/16 pwilima (14 mMm) c
KPYTAWMUM MOMEHTOM 3aTaXKu 15 ¢pyT-pyHTOB (20 H-M). Ha cnegytowem aTane
ocTaBbTe OfWH U3

3afHNUX BWHTOB cna6o 3aTAHYTbIM ANA YCTaHOBKW Uenu

CTaTMn4yeckKoro paspsagaa.
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12

Note: Torque values are given for the fasteners for reference. If a torque
tool is not available tighten all fasteners
until they feel secure.

Assembly Procedure

1. Attach two Extrusions (1) to the Cart Base (2) using four Thread
Forming Screws (12) as shown in figure 1. Note that the extrusions have
a single slot on one side and dual slots on the other. The single slot
needs to face the outside of the cart. Tighten the screws using a 9/16”
(14mm) hex socket wrench to a torque value of 15 ft-lbs (20 N-m).
loose for the installation of a static

Leave one of the rear screws

discharge chain at the next step.



PuncyHok 1

2. MpurcoeauHUTe Lenb cTaTU4yeckoro paspsaga (16) ¢ NOMOULbI MNPYXUHHOTO

Figure 1

2. Attach the Static Discharge Chain (16) using Spring Clip (15) to the
3axXuma (15) Kk camoHapes3aw W eMy BUHTY, KaK NoKa3aHo Ha pucyHke 2. 3ataHute Thread Forming Screw as shown in figure 2. Tighten the Thread

camMoHape3al WM BUHT C MOMEHTOM 3aTsXXKu 15 dyT-pyHTOB (20 H-M). Forming Screw to a torque value of 15 ft-lbs (20 N-m).

PucyHok 2 Figure 2

3. MepeBepHUTe c6OPKY TakK, YToGbl OCHOBaHWe TeneXKu onmpanocb Ha nmon. 3. Turn the assembly over so the cart base is resting on the floor. Insert
BcTaBbTe BUHT ¢ yrny6neHumem nopj kKnw4y (8) uyepes pyuky (3) u nerko Socket Head Cap screw (8) through Knob (3) and thread T Nut Fastener

HAaBUHTUTE KpenexHyl pAeTanb Ans T-o6pas3Hoi raiiku (7), cM. pUCYHOK 3.

(7) on loosely, see figure 3. Repeat for remaining three knobs.
MoBTOpPMTe flaHHYI OMepauuio ANS APYTUX Tpex pyyek.
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PuncyHok 3 Figure 3

4. YCcTaHOBUTE pYyYKW BO BHeWHWe pasbembl npoguneid, Kak nokaszaHo Ha 4. Install the knobs into the outer slots of the extrusions as shown in

pucyHke 4. figure 4.

PucyHok 4 Figure 4
5. Pa3mecTuTe Ppy4dykKM, KaK nNoKa3aHO Ha pucyHke 5. 3aTaHuTe BUHT ¢ 5. Locate the knobs as shown in figure 5. Tighten Socket Head Cap
yrny6neHnem nof K/AKWY C NOMOLW b WecTUrpaHHoro Kksnwya Ha 3/16 po Screw using a 3/16 Hex Key to a torque value of 42 in-lbs. (4.9 N-m).
3HAUYEHUS KPYyTAUW ero MomeHTa 42 dhyHT-golima (4,9 H-m). BepxHee nonoxeHue The upper knob position is approximately 6 inches (152mm) from the
PYYKMN HaxoauTcss NpuMepHo B 6 froiimax (152 MM) oT BepxHelh yactu npogunsa, top of the extrusion and the lower knob position is approximately 18

a HMXHee MNOJIOXKEHMEe pPYyuyKM npumepHo B 18 pgroimax (457 mMm) oT BepxHeir inches (457mm) from the top of the extrusion.

yacTu npodmns.
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Figure 5
6. YcTaHOBMTE KOHTPOBOYHYK Wainby ¢ BHyTpeHHUMM 3y6uamum (10) Ha BuHT ¢ 6. Install Internal Tooth Lock Washer (10) on Socket Head Cap Screw
yrny6neHunem nop knw4y (9). BcTaBbTe BWUHT ¢ yrayb6neHmem nof knwdy B (9). Insert Socket Head Cap Screw through hole in Lower Tray (4) and
OTBEPCTMUE B HUXHEM NOTKe (4) M Nerko HaBMHTUTe Ha HEro KpenexHytw pgetanb thread T Nut Fastener (7) on loosely, see figure 6. Repeat for remaining
ona T-ob6pasHoli raiku (7), cM. pucyHok 6. NMoBTopuTe onepauunt ans apyrux three holes.

Tpex OTBEpPCTUIA.

7. Align T Nut Fasteners with slots in Extrusions and slide Lower Tray
into place. The Lower Tray should be approximately 15 Inches (380
mm) from the top of the Extrusion as shown in figure 7. Tighten the four
Socket Head Cap Screws using a 3/16 inch Hex Key to a torque value of
42 in-Ibs. (4.9 N-m).

PncyHok 6
7. CoBMEeCTUTe KpenexHble ageTannm T-obpasHblXx raek ¢ nasamu B npodune u
3alBUHbTE HUXHWA NOTOK Ha MecTo. HUXHWUIA NOTOK [JONXEH HaX0AUTbCHA Ha
paccTosHuMM npumepHo 15 goiimoB (380 MM) OoT Bepxa Npodunas, Kak NoKasaHo
Ha pUCYyHKe 7. 3aTAHUTEe 4YeTbipe BUHTa C Yyrny6neHnem nofj KAy ¢ NOMOLW blo
WwecTUrpaHHOro knw4a Ha 3/16 pwiimMa A0 3HAYeHMS KPYTALWEro mMoMeHTa 42

byHT-groma (4,9 H-m).
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PucyHok 7 Figure 7
8. YCTaHOBWUTEe KOHTPOBOYHY Wai6y ¢ BHyTpeHHMMU 3y6uamu (10) Ha BuHT ¢ 8. Install Internal Tooth Lock Washer (10) on Socket Head Cap Screw
yrnybneHumem nopa knw4y (9). BcTaBbTe BWUHT ¢ yrny6nedHuem nop knwou B (9). Insert Socket Head Cap Screw through hole in Upper Tray (5) and
oTBepcTUe B BepxHeM /oTKe (5) U Nerko HaBUHTUTe Ha Hero KpenexHyt pgetans thread T Nut Fastener (7) on loosely, see figure 8. Repeat for remaining
ona T-obpasHoi rakm (7), cm. pucyHok 8. MNMoBTopuTe onepauyunto agna gpyrux seven holes.

CeEMU OTBEPCTUIA.

Figure 8

PucyHok 8 9. Align T Nut Fasteners with slots in Extrusions and slide Upper Tray
9. CoBMecCTUTe KpenexXHble feTtann T-obpa3HblX raek ¢ nasamum B npopune u into place as shown in figure 9. Secure the Upper Tray (5) in place with
3alBUHbTE BEPXHWUI NOTOK Ha MECTO, KakK mMokKa3aHo Ha pucyHke 9. 3akpenute Thread Forming Screws (13) and tighten the screws using a 9/16”
BepXxHuUii notok (5) camoHapesawwmmm BUHTamu (13) u 3atsHuUTe BUHTbHI (14mm) hex socket wrench to a torque value of 15 ft-Ibs. (20 N-m).
WwecTUrpaHHbIM KAl4YoM Ha 9/16 pwiima (14 mmM) ¢ MoMeHToM 3aTsxku 15 Tighten the eight Socket Head Cap Screws using a 3/16 inch Hex Key to
hyHT-pyTOB (20 H-M). 3aTssHMTe BOCEMb BUHTOB C yrnyb6neHuem noj kntw4y c¢ atorque value 0f42 in-Ibs. (4.9 N-m).
nOMOLW b LWeCTUrpaHHOro knwya Ha 3/16 pgroilima [0 3HaYeHUS KPyTALLero
MoOMeHTa 42 pyHT-groima (4,9 H-m).
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PncyHok 9
10. YcTaHOBMTe BepXHWW YacTb (6) ¢ moMoOW b NAOCKUX wWwanb Ne 10 (LN ) nu

camoHape3atouwero suHTa Ne 10 (14). MNocTaBbTe BEPXHIO YacTb Ha NOA MUAM

BepcTak. MepeBepHMTe TeneXKy BBepX JHOM W COBMECTUTe C OTBEPCTMAMMU B
BEpXHeN 4vacTu. YcTaHOBUTe [AeBATb CaMoOHape3alwlWMX BWUHTOB U 3aTAHUTE
oTBepTKOl Phillips Ne2 ¢ MOMEHTOM 3aTAXKMN 22 pyHT-A0oNMa (2,6 H-m).

PucyHok 10

11. YcTtaHOBWUTEe KoOJsieca. BcTaBbTe W TOK KONleca B OTBepCTUE ANA KpenneHumsa

Koneca, CM. pucyHoK 11. C ycunumem HafaBuTe Ha KOJeCO NPAMO Haj WTOKOM A0

TexXx nop, nNoKa KO0neco TMNONTHOCTbK He BOVI,qu B MOHTaXHOe O0TBeEpCTUE.

MoBTOpMTe 3Ty onMepaLuto A8 APYrux Konec.

10
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Figure 9
10. Install Top (6) using #10 Flat Washers (11) and #10 Thread Forming
Screws (14). Place the Top on the floor or work bench. Turn the cart
upside down and align with the holes in the Top. Install nine Thread
Forming Screws and tighten with a #2 Phillips Screw Driver to a torque

value of 22 in-lbs. (2.6 N-m).

Figure 10
11. Install the wheels. Put the stem of the wheel
hole, see figure 11. Press firmly on the wheel directly above the stem
until the wheel is fully inserted in the mounting hole. Repeat for all four

in the wheel mount

wheels.



PucyHok n Figure 11
Ha aTom npouecc c60pKM Tenexku 3aBeplieH. MNepeBepHUTe TenexkKy npaBoii This completes the cart assembly process. Turn the cart right side up so
CTOPOHOW BBeEpPX, M MNocTaBbTe ee Ha Koneca. Tenexka npefHasHayeHa fAna it rests on its wheels. The cart is designed to hold the ESU on the top
hukKcayummn reHepatopa 31eKTPOXUPYPrMyeckoro Ha BepxHeil nosepxHocTu. Mop surface. There is a storage area below the ESU. The center shelf is
reHepartop 31eEKTPOXUPYPIrUYECcKoro MMmeeTCH MEeCTO oans xpaHeHusa. designed to hold a smoke evacuator or other equipment as necessary.
LleHTpanbHasa nonka npefgHasHauyeHa A1 pa3MelleHWs 3BakyaTopa AbiMa unum The base of the cart has a recessed area that can be used to store foot
aopyroro obopyaoBaHusa, ecim OHO Heob6xoAauMO. B ocHoBaHUKM Tenexku umeetrcss controls. The various cords associated with the ESU and accessories can
yrnybneHme, KOTOpOe MOXHO MUCNoNb3oBaTb [N XpaHeHUs HoXxHoro be managed by wrapping the cords around the cord wrap knobs on either
nepeknyatena. MOXHO McnoNb3oBaTb pa3NMyHble WHYpPbI, noagxofgawmne ana side of the cart.
pa6oTbl reHepatopa 3/IeKTPOXUPYPTNUUYECKOTO M NPUHALNEXHOCTAMMU, KOTOpble
HaMaTblBalOT Ha PYYKN NPU NX 3aKpenneHUn ¢ 06enx CTOPOH TeNexKu.

11
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ABIILLIKA- We|ght Limit Welght Limit

— M.7kg
n ot 2.3 kg

12.7 kg 12.7 kg

2.3 kg

8. BHAUEHNA CMMBOJ10B, YKA3AHHbBIX HA ¥YIMMAKOBKE / INTERPRETATION OF SYMBOLS USED ON THE PACKAGE

Tabnnunuya 4 - Pacwupposka cuMB0oN0oB Mmapkuposku / Table 4 - Explanation of labeling symbols

Cumson / Symbol 3HaueHue Meaning

REF Homep no kaTtanory Catalog Number

LOT Koa naptun Lot Number
YNONHOMOYEHHbIVA npeacTaBuTens B EBponelickom . . .

EC | REP Authorized Representative in the European Community*

coobuwecTBe™

td MpounsBoguTens Manufacturer

12
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1:XX>>I'

TemnepaTypa Npu yCNOBUAX XpPaHEHUA Temperature under storage conditions
BnaxXHoOCTb Npu yCNOBUAX XpPaHeHNSA Humidity under storage conditions
XX
/-XXbPa
O MpegenbHo fgonycTnumoe faBrieHne Pressure Limits
XXbPa =
o '-i-
"4/\ XpaHUTb BAannM oT UCTOYHUKOB Tenna Keep away from heat
XpaHNTb B CYXOM MecTe Keep Dry
© CM. MHCTPYKLMUIO NO aKcnayaTayunum/6ykner Refer to Instruction Manual/Booklet
‘ : a CM. MHCTPYKLMIO NO 3aKcnayaTauum Consult Instructions For Use
$
Konun4yecTtBo eMHUL, B ynakKoBKe Packaging Unit
I M ToBapHaa mMapka Trademark
denepanbHoe 3akoHopgaTtenbctso CLW A orpaHuumBaer . . .
. Federal (USA) law restricts this device to sale by or on the order
“oonly npofjaxy 3Toro ycrpoicTtBa, MN03BONSAS MNpojaBaTb ero

of aphysician.
TONbKO BpayaM MM No 3aKasy Bpaua.

CooTBeTCTBUE NPOAYyKTa TpeboBaHMAM No 6e3o0macHoOCTH

m ons noTpebuTeneit, MegnKo-caHMTapHbIM Tpe6oBaHuaM u Product compliance with consumer safety, health and
TpeboBaHMAM no 6e3onacHoOCTN ANA OKpyxatu el cpegbl environmental requirements of the European Union.*
EBponeiickoro Cotw3sa.*

13
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w-

Macca; Bec MakcumasibHas Harpyska

Maximum load

YKa3biBaeT, HTO MEKTPHUYECKOE M IMEKTPOHHOE
obopynoBanve (2D0) He COAEPKHT TOKCHYHBIX H
ONACHBIX BELUCCTE MIAH JICMCHTOB B KOHLECHTpAallHH,
NpeBLILAIONIeH MAKCHMANLHO JOMYCTHMYIO, 2 TAKXKe,
YTO JaHHBIA  MNPOAYKT  ABAAETCA  JIKOJOTHHECKH
GesonacHelM H NPHIOAHBIM iR nepepaboTku (cumeon
Kuraiickoit Hapoawnoit PecnyOnukn ans oGo3HaveHns
OrpaHHYeHHA HCNOJB30BaHUA OnacHbiX BeecTs (RoHS)
B EKTPHYECKOM H HIEKTPORHOM 0GopyaoBaHHN)*

Indicates that the Electrical and Electronic Product (EEP) does '
not contain toxic and hazardous substances or elements above the

maximum concentration values, and that it is an environment-

friendly product which can be recycled (People’s Republic of

China symbol for Restriction of Hazardous Substances (RoHS)

in electrical and electronic products).*

* - YNaxo8Kka u MapKupoeKa MEeOUYUHCKO20 U30enuf
Moxcen He cooepicamev ommedennwe cumeonnt, Taxxce

*- packaging_znﬁ labelling of medical devices maj; not contain
noted symbols. It may also contain symbols that are not

MO2YM  COOEPICAMBCR  CUMBOAM,
HAYUOHATOHBIMU cmam)apma,uu.

9. CPOK TOJHOCTH, CPOK CJIYXKEbI
. Cpok cayxObi — He IPUMEHHMO.
| 10. ®OPMA NNOCTABKH

, Kommnext  nocrasku  Tenexku Mega Cart ans  reHeparopa
| AMEKTPoOXHpypruvyeckoro simovaer B cebns onny (1) tenexky Mega Cart ana
TeHepaTopa JNEKTPOXMPYPrHUECKOro, B pasobpanHoM® BHOe, MapKHPOBKY M
_HHCTPYKIHIO N0 NPAMEHEHHIO HA PYCCKOM A3bIKe

He peyaupyvevvre

regulated by national standards.

9. SHELF LIFE, USE BY DATE
Shelf life - not applicable.

10. HOW SUPPLIED

The delivery scope of the Generator Mega Cart includes one (1) Mega
Cart for the electrosurgical generator, disassembled, marked and
instructions for use in Russian

" 11. IEPEYEHDb MATEPHAJIOB AKHBOTHOI'O H
YEJIOBEYECKOTO NPOHCXOXKIAEHHUA
' Henpumennmo. JlanHoe MEAMUMHCKOE H3JETHE HE COAEPXKHT MaTepHanbl

. AHMBOTHOTO M (HWINH) HEIOBEYECKOrO MPOHCXOKACHHA.

(HIH)

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

Not applicable. This medical device does not contain materials of

animal and / or human origin.

| 12. RKHOOPMALHA O JIEKAPCTBEHHBLIX NPENAPATAX H (WIH)
" ®APMALIEBTHYECKHX CYBCTAHIIHAX B COCTABE MH

! JTOT pazjen He NPUMEHHM K JaHHBIM H3ZE/AHAM, TaK KAK W3ILEMHA HE COAEPHKaT
| NEKAPCTBEHHBIX BEIIECTB M HE HCTIONB3YIOTCA B COMETAHHH C JICKAPCTBEHHBIMH
! BELECTBAMH.

12. INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD

This section is not applicable to the product as the devices do not -

contain medicinal substances and are not used in combination with

medicinal substances.

''13. YCJAOBHSA TPAHCIIOPTHPOBKH H XPAHEHHA

13. CONDITIONS OF TRANSPORTATION AND STORAGE
Table 5 — Transportation and storage conditions

14
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Ta6bnuua 5- YcnoBusa TPAaHCNOPTUPOBKN N XpPaHeHUA

HavnmeHoBaHue Ownana3oH
TemnepaTtypa, °C OT -40 (MuHyc 40) go 70
OTHOCUTEeNbHAaA BNaXHoOCTb, % OT 15 go 95

ATMochepHoOe faBneHune, rfa OT 500 go 1060

XpaHUTb BAanW OT UCTOYHMUKOB Tenna

XpaHUTb B CYyXOM MecTe

14. MOPAAOK N YCNOBUNA YTUNNSALUNN nnn YHNUTOXEHUNA
MW

Ni3penna

Tpe6oBaHuamu CaHlMuH 2.1.3684-21.

15. TAPAHTWNA

MpoussoguTens

YTUNN3NPYKHTCA neyebHbIM yuypexageHnem B COOTBETCTBUMUN c

rapaHTupyert HafleXXHOCThb ans npegnonaraemoro

nmcnonb3oBaHMA, nNpnm ycnosuwu Ha,U'l'Ie)KaLLI'eVI TPaHCNOPTUPOBKN U XpaHeHUA B

npegenax Konn4yectBa MCMNONb30BaHWW, YKa3aHHbI X B MHCTPYKLUUN no

NpUMeHeHUD MNpPoOAyKTa MWAM B TeyeHue 12 mMecsueB C€O [JHS MNepBOro

nmcnonb3oBaHUA (B 3aBUCMMOCTWM OT TOro, YTo HacTynuT paHee). MpounssoguTtens

He HeceT OTBEeTCTBEHHOCTM 3a w60 yuwep6 WAU HecyacTHble cayyau,
BO3HMKLINE B pe3y/ibTaTe HEMPAaBU/IbHOTO UCNONb30BaHNS, YeNOBEYECKUX OW NGOK
UNW BHEWHWUX aBapuilHblX cuTyauuin. B OTHOWEHWW KauvyecTBa NPOAYKUMU,

I'IO)Ka]'IyVICTa, CBAXWNTECb C YNONTHOMOYEHHbIM nNpeactaBnuTenemM N3rOToBnTenA.
YNONHOMOYEHHbIN npeaocrtaenTenb NpownmsBoanTena MMeeT nNpaBo NpPefocTaBUTb

LOMNONHUTENbHYI0 paclWlMPeHHY FapaHTuUlo.

16. HAMMEHOBAHWE N KOPNOWNYECKWIN AQPEC
MPOU3IBOANTENA MN N YTTOJTHOMOYEHHOT O
NMPEACTABUTENA MPON3BOANTENNA B POCCUU

MPON3BOANTEND:

MerapgaiiH Megunkan MpopgakTc, MHK., 11506 South State Street, Draper, Utah
84020, USA (CLUA).

YNOAHOMOYEHHOW NMPEACTABWNWTE/Ib NMNPOU3IBOANTENA B
pPoCcCcunu:

OO0 «[OXOHCOH & [ OHCOH», 121614, r. MockBa, yn. Kpbwatckasa, 4. 17, kopn.

2. Ten. +7(495)580-7777, ®akc: +7 (495) 580-7878.
DL-JNJRUMedicalQA@ ,ITS.JNJ.com,
DL-JNJRU-Medical-Regulatorv@ ITS.JNJ.com

15
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Designation Range
From -40 to 70
From 15 to 95

From 500 to 1060

Temperature, °C
Relative humidity, %
Barometric pressure, hPa
Keep away from heat

Keep Dry

14. MD DISPOSAL RULES AND CONDITIONS
Used and discarded products should be disposed of by a health-care
facility in accordance with the requirements of SanPiN 2.1.3684-21

15. WARRANTY
The the
subject to the right transportation, and storage within the number of

manufacturer guarantees reliability for the intended use,
uses as identified within the product IFU or within 12 months from the
first usage date (whichever comes first). Manufacturer is not liable for
any damage or accidents resulting from improper use, human error or
external emergencies. Regarding the product quality, please contact an
authorized manufacturer’s representative.

An authorized representative of the manufacturer is entitled to provide

an additional extended warranty.

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

MANUFACTURER:

Megadyne Medical Products, Inc., 11506 South State Street, Draper,
Utah 84020, USA.
AUTHORIZED REPRESENTATIVE OF THE

MANUFACTURER IN RUSSIA:
Johnson & Johnson LLC, 121614, Moscow, Krylatskaya str., 17/2.
Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878
DL-JNJRUMedicalOA@ ITS.JNJ.com.

DL-JNJRU-Medical-Regulatorv@ ITS.JNJ.com




- <P

<Jlorornn: «Meragaiia» | Ocnoeano & 1985 200y «Meranatin Mexwran pomaxrc, Hux.»,
(Megadyne)> 11506 Cayr Creiit Crpr,
Mpodeccuonan B chepe MMEXTPOXHPYPTHIECKOTo oSopyaosanna® Apeiimep, 10ra 84020, CIIA

<Kpyraas newars: HOTAPHUYC; «YTBEPXJIAIO»
LUTAT OrAMO> «Meranaﬁn Memtm Hponmc, lec », CLLIA
<mommicanc> R ' mom
<Haodnucy om pyxu: 19 wons 2021 200a> -Bpaitay Py6a
<Ilitamn: BPAMAH I'O/IBHH; (mnaz)
Horapsyc, mrar Oraifo, < JIOZNACAHO >
Cpok aeficTrua MoeH NHIICH3UE HCTEKACT (noankce)
17 nexabpa 2023 ropa> «l6» mong 2021 r.
«mens» Mecan (madpanm)
MIL

HHCTPYKIIHA 10 NIPHMEHEHHIO
MEfHIIMBCKOIO H3IEJTHA

I'eneparop 3nexTpoxnapypruueckuii Megadyne ¢ mpaHajiexHocTaIMI
ITpanamnexnocTs: Tenexka Mega Cart mis reneparopa
SNEKTPOXUPYPIHYECKOro, B pa3o0paHHOM BHAC

NPOH3BOACTBA KOMITAHHH
Merapaiin Meaukan [Tpogaxrc, Hak.
(Megadyne Medical Products, Inc.),
11506 Cayt Creiit C1pnT, Ipeiinep, IOra 84020, CIIIA

2021 r.

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



r\

nepesopinky\l h JnaM SfesJ2

Poccuniickas depepayuns
MNopon MockBa
[OBaguaTb CeAbMOro aBrycta gBe Tbic4M gBajuUaTb NepBOro roga

A, Mowuceesa Jimnna BnagunmmpoBHa, HoTapuyc ropofa MOCKBbI, CBUAETENbLCTBYIO
NOANMHHOCTbL NOANUCK NepeBogYnKa AlinoaH LaBupga NeoprueBnya.
Mognueb caenaHa B MOEM NMPUCYTCTBUMN.

JINYyHOCTbL NOANMCABLIEro AOKYMEHT ycTaHOB/eHa.
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MEGADYNE

The Electrosurgical Authority

INSTRUCTION FOR USE
OF THE MEDICAL DEVICE

Megadyne Electrosurgical Generator, with accessories

Accessory: Monopolar Adapter
manufactured by

Megadyne Medical Products, Inc.,
11506 South State Street, Draper, Utah 84020, USA
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Megadyne Medical Products,
Inc., 11506 South State Street,
Draper, Utah 84020, USA

«YTBEPX OAK » | “APPROVE”
Megadyne Medical Products, Inc., USA
Associate Director. Regulatory Affairs
(onxHocTb/position)

Brian Ruble

(umalnaTte)

1 N C (-

BRIAN GCDAIN
Nota.7 Public, state of Ohio
My Commission Expires 12-17-2023

(nognuck/signature)

« [ w» 2021 T.

«fieHb» Mecay (uudppamun) / «day» month (numerals)
M .M./ Stamp

MHCTPYKLUWA HO NMPUMEHEHWIO
MEONUWMHCKOIO USAENNA

FeHepaTop 3NeKTPOXMpypruuecknuin Megadyne ¢ NpuHagneX HOCTAMMU

2021 year /.

MprvHAANEeXHOCTb: afanTep MOHOMONSAPHbI A

NponW3BOACTBA KOMNaHUM
MerapgaiiH Meaukan MpopgakTtc, HK.
(Megadyne Medical Products, Inc.),

11506 South State Street, Draper, Utah 84020, USA (CLI A)



Russian text

English text

1. HAMMEHOBAHHE MEJHIIHHCKOI'O H3EJIHA (MH)
[eneparop nexTpoxupypraueckuii Megadyne ¢ npuRaiexHoOCTAMU
MpunaanexHocTs: ananTep MoHononaApHuii (He OGonee 100 w,
HeoOX0AUMOCTH)

npH

HAUMEHOBUNUR 8

2AIEKMPOO0E»H,

Adanmep MOHONOASPHBIE  MOXNCEMm uMems Creoyowue
pykosodcmeax onepamopa: «llepexodnux Oan  axmuenwx
«llepexoonux». _

1. MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
Megadyne Electrosurgical Generator, with accessories
Accessory: Monopolar Adapter (no more than 100 pieces, if

necessary)

Monopolar Adapter may have the following names in frame of
operator’s manuals: «Active Electrode Adapters», «Adapters».

Tabnuua 1 - Houepa no ul'ranory BapmlaTon HCTIONHEHNA MEARUMHCKOTO M3aenus / Table 1 — Reference numbers of MD variations

Hanmenopanne MH, monean man
sapwantTst weoonnenns MH

MD name, models or variations of MD

Homep no karanory / Reference number

Anantep MoHononapHuiii (He Gonee 100 wrr.,

NPH HEOOXONMMOCTH) necessary)

Monopolar Adapter (no more than 100 pieces, if

96007

2. HASHAMEHHE

[eneparop smexkTpoxupyprudecknii Megadyne ¢ NPHHAUVIEKHOCTAMH — I3TO

YHHUBEPCANbHbIH NEXTPOXHPYPIrUMECKH reHepatop OYACTOTHOTO TOKa,

NpEHA3HAYCHHbIH I PE3aHNA W KOAryNMalUMH, KOTOpblii BosaelicTByer Ha

UENEeBYIO TKaHb NOCPEACTBOM BCMOMOTATENLHONO MEKTPOAA B X0/Ae OTKPBITHIX ¥

NanapocKONUYECKHX XHPYPrudeckux onepaunii.

3. MOKA3AHHSI H NPOTHBONOKA3AHHUSA K NPHMMEHEHHIO MH B
BO3MOXHBIE [IOBOYHBIE YOPEKTHI

3.1. Moxazauua

Aznanrep MoHoOnonApHLIA npon3soacTsa Megadyne npeara3HayeH WIs nepeaayu

BLICOKOYACTOTHOR JNEKTPOIHEPTUH OT NEHepaTopa JEKTPOXHUPYPIHYECKOro K

aKTHBHOMY JJIEKTPOAY H HCNONB30OBAHHA NPH MaxCHMaNnbHOM HanpsxerHud 5000

B.

2. INTENDED USE

Megadyne Electrosurgical Generator, with accessories - is intended
as a general-purpose electrosurgical generator designed to produce
radio frequency (RF) current for cutting and coagulation to be
delivered to target tissue through an accessory electrode during open

{ and laparoscopic surgical procedures

3. INDICATIONS AND CONTRAINDICATIONS FOR MD |
USE AND POSSIBLE ADVERSE EFFECTS

3.1. Indications

Megadyne’s Monopolar Adapter is designed to bring high frequency

electrical power from the electrosurgical generator to the active

electrode and are intended for use with a maximum voltage of 5000

Volts.

3.2. lIporusonoxazannn
ITpoTHBONOKA3AHHA K NPHMEHEHHIO MEAHLHHCKOIO H3AENHA HE BbIABJICHBL.

3.2. Contraindications
Contraindications to the use of the medical device were not
identified.
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3.3. Mobounsie pPpexThi
ToGounbie pdekTh nocsie NPUMEHEHHS HE BHABJIEHB.

3.3. Adverse effects
No adverse effects were detected after using accessor.

4, HHOOPMAILINA O MOTEHUHUAJDbHLIX MNOTPEBUTEJAX MK N
YKA3IAHNSA O UCNTOJB30OBAHHIO

4.1. Yka3zaHng 00 #C001630BAHHI0

H3nenns npeanazHaveHsl 408 HCNONb3OBaAHHA B YYPEXACHHAX 3APaBOOXPAHEHU,

H3nenus pexoMeHRyeTCa HCTIONbIOBATH NPH YCIOBHAX, YKA3AHHBIX HHXKE.

4. INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE

4.1, Directions for use

Devices are intended for use in healthcare facilities.

Devices are recommended for use under operation conditions
indicated below.

4.2. Moresunanbunie norpeburenn MH

MemiuMHCKOe — H3AEnHe  NPEJHA3HAYeHO ANS  KBaTMPUUMPOBAHHOTO
MEAMLHHCKOrO MepCoHana, KOTOpHIE XOpOWO BAAAEET COOTBETCTBYIOLIHMH
MEeTOAMKAMH M npoueaypamu. I'eneparop nekTpoxupypruueckuii Megadyne c
NPHHALNEKHOCTAMH NPEAHAIHAYEH MR  MCMONbIOBAHHA HCKIIOUHTOILHO B
YCNOBHAX ONEPaUHOHHBIX KOMHAT WAH XMPYpruueckux otaeneHui. OH we
NpefiHa3sHayeH U UCMONb30BAHHA B AOMAMHUX YCNIOBUAX, B MALIMHAX CKOPOH
NOMOLUY HJIH HA CAHHTAPHOM TPAHCTOpTE.

4.2, Potential users of MD

The medical device is intended for use by qualified medical
personnel skilled in the particular techniques and procedures to be
perfoormed. The Megadyne Electrosurgical Generator, with
accessories is intended for use in an operating theatre or surgical
setting only. It is not intended for home use, in ambulances or in
hospital transport.

4.3. Yeaosus xenayarauun MH 4.3, Use conditions of MD
Tabnuua 2 - Yeaosus sxcnayarauuun MU Table 2 — Use conditions of MD
YCROBHA FIKCIYATAIMNN Environmental conditions
Temnepartypa, °C Or 10 no 40 Temperature, °C ~ From 1010 40
OTuocuTenbu@ BIAaXKHOCTD, %o | (®T9Li::g;i"") Relative humidity, % (ni;o-?orluslet:s?:g)
ATMocdepHoe rasnenue, rlla . Ot 700 go 1060 Barometric pressure, hPa From 700 to 1060

5. OMMUCAHUE OCHOBHBIX ®YHKUHOHAJIbHbBIX 3JEMEHTOB
MH

5.1, O6mee onucanne PynknnoHanbELIX 21eMenToB MH )
Adanmep Mononoaspueii — NpeAcTasnfeT coboii HecTepUILHOS, MHOIOpPa3oBoe
ROMONHHTENLHOE YCTPOHCTBO, MPEAHAZHAYCHHOE LA HCMIONBLIOBAHKA ¢ Gonbiuel
YaCTLIO OLHOPA3OBRIX W MHOIOPAOBHLIX INEKTPOXHPYPrHYECKHX YCTPOHCTB ¢
yNpasneHHeM  MOCPEACTBOM HOXHBIX  Mepexmouareneil,  BKIIO4AN
WIEKTPOXHPYPTHYECKHE  KapaHAallW,  acNUpaUMOHHLIE  KOArynaTops M
MoHonoApHble wunusl. Kaxaoe ycrpolicrBo MHOropasoBoro HCnonb3OBaHHA
PACCUHTAHO HA BHINONHEHHE, KAK MUHHMYM, 20 LHKIOB CTEPHIM3ALUKH.

5. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF
MD

§.1. General description of functional elements of MD

Monopolar Adupter — non-sterile, reusable accessory for use with
most disposable and reusable foot switching electrosurgical devices
including electrosurgical pencils, suction coagulators, and monopolar
forceps. Each reusable device is designed to withstand a minimum of
20 sterilization cycles.
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5.2. BO3MOXHOCTb MU
N3aennamu
KomnaHus Megadyne peKOMeHAYyeT MCNONb30BaTb ajanTep MOHOMONAPHbIA C

MeToAbl WHTerpauuy ¢ APYruMun MeAULMUHCKUMMU

reHepaTopoM 3/IeKTPOXUpypruueckum Megadyne U APYrUMU YTBEPXAEHHbLIMMU

n3genmaMu npoussoactea Megadyne.

5.2. The possibility and ways of integrating with other medical
devices

Megadyne recommends to use a monopolar adapter with the
Megadyne electrosurgical generator and other approved Megadyne

products.

6. NMEPEYEHb N OMMNCAHUVE KOHTAKTUPYHOWNX C MAUMEHTOM MATEPWAJIOB MW / LIST AND DESCRIPTION OF MD

MATERIALS IN CONTACT WITH THE PATIENT

ALNTep MOHONONSIPHbLIA He COAEPXMWT MaTepumanoB, KOHTAKTUPYOUWUX C

nauynmeHToM.

MpepynpexaeHue:

. Mepes ucnonb3oBaHWeM jJaHHOro ob6opyjoBaHMA HafeHbTe MeLULUHCKUE
nepyaTkuy, 3aperncrtpuposaHHble B COOTBETCTBUKM C nNpaBunamun HauWOHanbHOro

3aKoHopgaTenbCTBa, 4TO06bI YCTPaHNTb BO3MOXHOCTb KOHTakKTa MeAWUWUHCKOrO

nepcoHana un yacTel nnennsa.

7. MHCTPYKUWMA no SKCMNYATALUNWN / INSTRUCTIONS FOR USE

MpaBuna obpaweHns:

Ona ycTaHOBKW CTepXHA B ajganTtep:
1. CoxmunTe ABa hnaHya 60NbWINM U yKa3aTeNbHbIM NanbLaMu.

2. MMONHOCTbI YCTaHOBWUTE Manblii NaTyHHbI 3a)XMM B 0OTBepcTMe ajanTtepa.
3. 0TnycTunTe GpnaHubl - CTEPXeEHb UKCUPYETCHA Ha MecTe.

4. TlpoBepbTe COEAMHEHME, MOTAHYB 3a CTepXeHb. MpPaBUNbHO YyCTaHOBMEHHbIN’
NPoBOA He AOMXKEH BblTaCKMBATbCH. n

Ona oTcoefgMHeHMsA npoBoja OT ajanTtepa:

1. CoxMute gBa pnaHua 60nbW UM N yKaszaTeNbHbIM NanbLamu.

2. Mpwn cHATUMK Cc aganTepa NoKayuBaliTe N cerka NOKpy4YMBaTe NPOBOA.

3. 3Tanbl 0YWCTKM U MNOBTOPHOIM 06paboTKM: CM. MHCTPYKLMUIO NO MPUMEHEHUNIO
Symmetry Surgical (IFU)

Ne 204233 pgna nonyyeHuss 06HOBNEHHOU MHGpoOpMauum 0 NOBTOPHONW o6paboTke
WHCTPYMEHTA.
MHcTpykuna no npumeHeHuntwo (IFU) Ne 204233

focTynHa no apjpecy:

WWW.Symmetrysurgical.com/IFU.

Monopolar adapter does not contain materials in contact with the
patient.
Warning:
. Put on medical gloves registered accordacne with national
regulation prior to using this equipment to aviod contact between

medical personal and medical equipement.

Handling:

To insert wire into the adapter:

1. Squeeze the two flanges together using thumb and forefinger.

2. Insert small brass terminal fully into hole of adapter.

3. Release flanges - wire will lock in place.

4. Test by pulling on wire. A properly inserted wire will not pull out.

To release wire from the adapter:

1. Squeeze the two flanges together using thumb and forefinger.
2. Jiggle and slightly twist wire while removing from adapter.
3. Cleaning and reprocessing steps: reference Symmetry Surgical
Instructions for Use (IFU)

#204233 for

instrument.

updated information regarding reprocessing the

IFU # 204233 is available at: www.Symmetrysurgical.com/IFU

8. 3HAYEHWVA CMMBOJ1I0OB, YKA3AHHbIX HA ¥YINMAKOBKE / INTERPRETATION OF SYMBOLS USED ON THE PACKAGE

Tabnnunua 4 - PacwunhpoBka cMMB0oNoB Mmapkuposku / Table 4 - Explanation of labeling symbols
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CumBon / Symbol

REF
LOT
IEC 1REP

Hi

QTY

/ non\
/ sterile\

“only
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3Ha4veHue

Homep no kaTanory

Kopg naptuu

YNONHOMOYEHHbIA npeacTaBuTenb B EBponeiickom
coobu ecTtBe™

Mpowns3soanTenb

faTta n3rotoBneHnsa

KonnuecTBo eAMHUL B ynakKoBKe

CumBon «BHumaHue!»

MpoAYKT He cofepXUT naTekca
s

He cTepunbHoO

degepanbHoe 3aKOHOJaTeNnbCcTBO ClwA
orpaHuymBaeT Npojaxy 3aToOro ycTpoincTea, N03B0oAAA
npofasaTb €ro TO/NbKO BpayaM AW no 3akasy Bpayva.
CooTBeTCTBUE npoaykKTa TpeboBaHUAM no
6esonacHoCTH ans notpebuTenei, MefUKO-
CaHUTapHbIM TpeboBaHuaM U TpeboBaHUAM nNoO
6esonacHoCTH ans oKpyXxatou el cpeasbl
EBponelickoro Cot3a.*

Meaning

Catalog Number
Lot Number

Authorized Representative in the European Community*

Manufacturer

Manufacture Date

Packaging Unit

Caution

Product is latex-free

Non-sterile

Federal (USA) law restricts this device to sale by or on the order of a
physician.

Product compliance with consumer safety, health and environmental
requirements of the European Union.*



* - ynakKoBKa M MapKuposka MegULMWHCKOro mnsaenusa

MO>XEeT He coaep>aTb OTMEYEHHbIe CWUMBOJIbI.

Tak>ke MOryT cogep>KaThbCA CAMBO/bI, He

perynupyemble HalMoHaNbHbIMW CTaHfapTamu.
9. CPOKTOAHOCTMWU, CPOK CJ/1YXXBbI

Kaxpgoe nmcnonb3oBaHuA

BblMONHEHNE, KAK MUHUMYM, 20 LMKNOB CTeEpUNn3aynm.

yCTpOI7ICTBO MHOropasoBoro paccynTaHo Ha

10. POPMA NMOCTABKW

KoMneKT mocTaBKW ajantepa MOHOMONSAIPHOro BKAOYaeT B ce6sa oguH (1)

afjiantep MOHONONSPHbI W, MAPKUPOBKY M UHCTPYKLUMNIO NO MPUMEHEHUIO Ha

PYCCKOM A3blKe.

11. MEPEYEHDb MATEPMANOB XMBOTHOIO 7
YE/TOBEYECKOIO NMPONCXOXOEHINA

nspenne He

o

HenpunmeHumo.
XXMUBOTHOTO M (MIN) YEeNNOBEYECKOTO NMPOUCXOXKAEHUNSA.

12. NPEAYTIPEXAEHNA NN MEPbI MPEAOCTOPOXHOCTU
MpefynpexaeHus

LaHHOe MeAWUMHCKOE cofepXuUT MaTepuanbl

HenpaBunbHOe uUCNONb30BaHUe nw60oro 3snemeHTa B Ol'IeKTpOXVIpprI/I'-IeCKOVI

cumcrteme MOXeT NpuBeCTU K nony4yeHunw CeEPpbe3HOoro oXxora, nopaxeHWw

3NNEKTPpUYeCKNMM TOKOM, a TaKXe Cc03aTb 0ONaCcHOCTb BO3HMKHOBEHNA NoXapa uUnu

B3pblBa. OTBETCTBEHHOCTb 3a obecneyeHme COBMECTUMOCTM n HafexXHoro

(hYyHKLMOHUpOBaHUSA PYKOATOK ynpaBneHus, INEeKTPUYECKUX WHYypoB,

3NIEKTPOXUPYPTMUYECKUX TreHepaTopoB, akKceccyapoB UM NpuUHafNexXHOCTel,

ncnonb3yeMmblX COBMECTHO C OCHOBHbIM y€Tp0I7ICTBOM, HEeCeT nonb3oBaTe/lb.

Mpexpge 4emM MPUCTYNUTb K UCMOMb30BAaHUIO NOG0r0 3/1eKTPOXMPYPTrMUYECcKoro
ycTpoiicTBa cnedyeT BHMMATENbHO NPOYUTATb M MOHATbL BCE CONPOBOAUTENbHBIE
UHCTPYKLWN.
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* -packaging and labelling oj medical devices may not contain noted
symbols. It may also contain symbols that are not regulated by
national standards.

9. SHELF LIEE, USE BY DATE
Each reusable device is designed to withstand a minimum of 20
sterilization cycles when properly cared for and sterilized according

to the instructions below.

10. HOW SUPPLIED

The scope of delivery of the monopolar adapter includes one (1)

monopolar adapter, the labelling and the instructions for use in

Russian.

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

Not applicable. This medical device does not contain materials of

animal and / or human origin.

12. WARNINGS AND PRECAUTIONS

Warnings

Improper use of any element in electrosurgical systems may cause

serious burn, shock, and fire or explosion hazard. The use of the

device with safely

electrosurgical generators and accessories is the user’s responsibility.

Read

attempting to use any electrosurgical device.

functioning and compatible handles, cords,

and understand all precautions and instructions before



o

Mepni npesocTOPOXHOCTH

o Kakpoe ycTpoiicTBO NOANEKUT TNPOBEPKE MEPeA  KaKAMM  €ro
HCTIONb30BaHHEM. Hcenoab3osanne NOBPEXKACHHbIX/HEHCNPABHbIX
MEKTPOXHPYPTHYECKHX YCTPOACTB MOMET CTaTb NPUYMHON NOAYHEHHA
MMEKTPHUYECKHX OKOTOB NALHEHTOM HJIH BPa“OM.

o BHHMaTenbHO O3HAKOMBTECh C  PYKOBOACTBOM TNO  IKCIIyarauuu
BbICOKOMAcTOTHOro reneparopa. [lna noainouYeHns yeTpoiicTs HCNOaAbL3y#HTe
TONBKO B aKTHBHBIE Bhixoab BY rexeparopa.

o [IlpoBeneHHe  IMeKTPOXHPYPrUYeCKHX  ORepaudii B  MPHCYTCTBHH
NErkOBOCIIAMEHAIOIIHXCE  2HECTETHKOB WM HHBIX TOPIOMMX Trasos,
KHAKOCTEH WIM MaTepHanoB, a TAKKE B MPHCYTCTBHM OKHC/IHTeNeli He
AOMYCKaeTCA, ROCKONBKY 3TO MOXKET NPHBECTH K NOXKapy.

e UYpesmepHbiii H3rub win obpeska NPOBOAOB, TAKKE KaK BHECEHHE JIOOLIX
WIMEHEHHI B KOHCTPYKUHIO MIEKTPOXHPYPrHYECKOTo annapara, HY 10, HH BO
BpEeMA NPOBEACHHA OlEpaliHK, HE AONYCKACTCH.

e B nponecce 3kcnayarauuu annaparta ciaegxyer BBECTH MPOTOKON KOHTPOJS
€r0 COCTOAHHSA H TEXHUYECKOTO OGCNYKHBAHHA.

®
Caution

e Inspect every device before each use. Damaged electrosurgical
devices may cause electrical burns to the patient or physician.

e Consult RF generator Owner's Manual. Use only in the active
RF generator output connections.

e Do not perform electrosurgery in the presence of flammable
anesthetics or other flammable gases, fluids or objects, or in the
presence of oxidizing agents, as fire could result.

¢ Do not bend, cut, or modify any electrosurgical device before or
during surgery.

o Establish a protocol for device examination and mainienance.

13. HHOOPMALHA O JEKAPCTBEHHBIX INIPENNAPATAX H (HJIH)
PAPMAIIEBTHYECKHX CYBCTAHIIHAX B COCTABE MH

70T pa3nen He MPHMEHHUM K AaHHBIM UIJENHAM, TAK KaK W3LENUS He COAepkaT

JICKAPCTBEHHLIX BELIECTB W HE HCNONB3YIOTCA B COUETAHMU C NIEKAPCTBEHHBIMK

BEUIECTBAMH. o ¢ - .. .- o

14. AHCTPYKIIHA IO OYHUCTKE H ¥XO0J4Y / HHO®OPMAIINA O
CTEPHJIM3ALIHH

1. Anantep MOHORONAPHbLIHE NPOU3BOJACTBA KOMRaHHH «Meragalin Memukan
Ipoaakrc, Huk.» nocrasnserca B HECTEPWIbHOM COCTOAHUMN. Ecnu
notpebyerca NPUBECTH H3ENHE B CTCPHNBHOE COCTORHHE, €ro cneayer
CTEPUNH30BATD MAPOM NEPed KKAbIM HCNONb3OBAHHEM B COOTBETCTBHH €
NPUBEACHHBIMH HHXE HHCTPYKLIMAMH,

2. Himeputenbubie npHOOpH H yCTpo#HcTBa, NpeaHasHadyeHHbIe 1A OTACNLHOTO
HCTIONb30BaHHUA, ZOMKHB OBITH CHATHI C U3IETHA 10 HAYANIA €10 OUHCTKH.

3. Bce ycTpoiictBa cCneAyeT pPacnoloKHTh TakHM  oOpasoM, yroGbl
obecriensanca AOCTYN Napa KO BCEM NOBEPXHOCTAM. Ecny B HHCTPYKLHM o
MPHMEHCHHIO PEKOMCHAYETCA JEMOHTHpPOBATb HaBeCHbIE YCTPOHCTBA €
PaccMaTpHBaEMOr0 H3ACAHA MEPEN NPOBEACHHEM €ro OMHCTKH, Cieayer

6
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13. INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD

This section is not applicable to the product as the devices do not

contain medicinal substances and are not used in combination with

_medicinal substances. .

14. CLEANING AND CARE
STERILIZATION INFORMATION

1. Megadyne’s Monopolar Adapter is sold NON-STERILE. If
sterilization is desired, steam sterilize before each use per the
instructions below.

2. Instruments designed to come apart must be disassembled prior to
cleaning.

3. Amange all devices to allow access of steam to all surfaces. Open
hinged devices and ensure devices are disassembled if it is
recommended.

INSTRUCTIONS  /

Table 5 — Sterilization methods of Monopolar Adapter
|_Stevilization | Temperat | Time Minimum | Device Configuration | |




»> ®

ofecneyuTs BHMOMHEHHE JAHHOTO YCIIOBUA, Cycle ure Dry Time
Tabnuua 5 — MeToak! CTEpHIN3ALHK anaMn:zum ::::nonxpnoro ""E":';cs:“m {‘l?;’g:g | :ms - Sterilization Tray
Lmca Temnepa 270°F 4 20 Wrapped/ Individually
CTCPRANSALIRN TYpa Bpevs “M’::::b Kougurypanus nazenus Prevacuum (132°C) Minutes Minutes Pouched
HecTe Gravity 270°F 10 10
ﬂ;“""‘”"'; - , Displacement | (132°C) | Minutes  Minutes. Wrapped
. N w | (13270) | momneyma — JIOTOK IR CTCPHIMAZALMH
BAKYYMHDPOBAHHEM
lpeapapuresmioe | 270°F 4 20 M B crepsimsaimonnoi obeprxe
| _Bakyymuposanne | (132°C) | muuyTH MUY / B HHANBUIYATLHOM HAKCTC
MpasuTaimonHoe 270°F
BLITCCHCHHC (132°C) 10 muutyT 10 »unyt B crepranzaupotmodi 0deprxe
BO3AYXA NapoOM R e L SR
18. YCJIOBHA TPAHCITIOPTHPOBKH H XPAHEHHA 15. CONDITIONS OF TRANSPORTATION AND STORAGE
Table 5 — Transportation and storage conditions
Tabnuua 5 — Ycj1084a TPaHCNIOPTHPOBKH W XPAHCHHA o Designation o Range
Hawmenobanme | Twanaion Temperature, °C From 5 to 55
Temnepatypa, °C Ot 5 no 55 Relative humidity, % From 151095
OTHOCHTEIbHAA BIIAKHOCTE, % Ot 15 1095 Barometric pressure, hPa From 500 to 1060
Armochepnoe napnenue, rila Or 500 no 1060

Adapter must be stored in a clean, dry, moisture free area with
Azanrep ciefyeT XpaHHTb B YHCTOM, CYXOM, 3aLIMLIEHHOM OT BIar¥ MecTe ¢ suitable protection from extreme temperature and humidity.
3AIMHTON OT BO3ACHCTBHA SKCTPEMAIbHEIX TEMIIEpaTyp H PIaXHOCTH.

16. NOPAAOK H YCJIOBHA YTHIH3IALHH HITH YHHUYTOXEHHA 16. MD DISPOSAL RULES AND CONDITIONS

MA Used and discarded products should be disposed of by a health-care
Usnenna yTruimsupylores  sieweGHMIM  yuwpexaeHHem B coorserctBuM ¢ | facility in accordance with the requirements of SanPiN 2.1.3684-21.
TpeGosannamu CanlluH 2.1.3684-21. U3nenna nocne ucresenua cpoka cayxOst | End-of-life products are classified as Class A epidemiologically safe
OTHOCATCA K MHAEMHOROTHYSCKH 0e30MacHbIM OTXOIaM W YTHAN3MPYIOTCA kak | medical waste and shall be disposed of as classified.
OTXOABI Knacca A.

17. TAPAHTHSA 17. WARRANTY
TapanTua Warranty

[NpoussoauTeENb rAPAHTHPYET, YTO Bee H3aeNuA He nMeloT aedexToB MarepuanoB | All products are warranted to be free from defects in workmanship
H KayecTBa u3roTomineHua. Jlioboe wulzenme, y Koroporo oOHapyxuealorca | and materials. Any product that proves defective in workmanship or
AeeKTbl KauecTBA W3rOTOBICHWA WIM MAaTEPHANOB, PEMOHTHpYeTc® WiM | matenals will be repaired or replaced at our discretion free of charge.
3aMeHseTcA OecTUIaTHO mo HaweMy ycMoTpeHuio. Pemont, mozudmkaumsa wnu | Repair, modification, or alteration to any product that is performed by
HIMEHEHHe  Mo0Ooro _ W3fienue, BHIMOJHEHHbIE  KakuWM-1MGO  nuuoM,  He | anyone not authorized by Megadyne will result in the immediate loss

7
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yNnoNHOMOYEHHbIM KoMMaHueih Megadyne,

rapaHTun.

18. HAUMEHOBAHWE N IOPUANYECKWNW ALIPEC
MPON3IBOAUNTENA MN N YTTOJTHOMOYEHHOTI O
MPEACTABUTENA NPON3IBOAUNTENA B POCCUN

MPON3BOANTE/b:

Merapalin Megunkan MpopgakTc,
84020, USA (CLWA).

NHK.,

YMNOMHOMOYUEHHOW
POCCUW:

MPEACTABUTEDb

11506 South State Street,

Draper,

MPOMN3BOANTENA

NPUBOANUT K HeMefNeHHON yTpaTe

Utah

B

OO0 «[1)OHCOH & [>XOHCOH», 121614, r. MockBa, yn. Kpbinatrckasa, . 17, KOpH.

2.

Ten. +7(495)580-7777, ®dakc: +7 (495) 580-7878
DL-JNJRUMedicalOA(2)JTS.JNJ.corn,
DL-JNJRU-Medical-Regulatorv(a),ITS.JNJ.com
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of warranty.

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

MANUFACTURER:
Megadyne Medical Products, Inc.,

Utah 84020, USA.

11506 South State Street, Draper,

AUTHORIZED REPRESENTATIVE
MANUFACTURER IN RUSSIA:

Johnson & Johnson LLC,

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

Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878
DL-JNJRUMedicalOA(a),ITS.JNJ.com.
DL-JNJRU-Medical-Regulatorv(a),ITS.IJNJ.com

OF THE



<NloroTtun: «Merapaiiu» OcHoBaHO B 1985 rogy «Meragaiii Megukan NpopgakTc, NHK.»,

(Megadyne)> 11506 CayT CTeiiT CTpuT,
MpodeccnoHan B chhepe 3N1eKTPOXUPYPTrUUYECKOro 060py0BaHNA® Apeiinep, tOTa 84020, CLLIA

<Kpyrnasi nedats: HOTAPUNYC; «YTBEPXOAKO»
LW TAT OFANO> «MeragaiiH Megukan MNMpogaktc, VHK.», CLLUA
3amecTuTenb AMpeKTopa OTAe/1a HOPMAaTMBHO-MPaBOBOIO PerysloBaHNA
<noanucaHo=> (Oo/mKHOCTDL)
<Hagnucb oT pyku: 19 nwona 2021 roga> BpaitaH Py6n
<lWtamn: BPANAH rOABWH; (nms1)
HoTtapuyc, wtat Oravio, < nognucaHo >
CpoOK AencTBMSA MOEN MNLEH3NN UCTEKAET (nognwce)
17 pekabpsi 2023 roga> «16» wnona 2021 r.

«fleHb» Mecsy, (umdopammn)

M .TT.

MHCTPYKUMSA MO MPUMEHEHMIO
MEAVLUWHCKOIO U3AENNSA

FeHepaTop 3/1eKTpoXMpyprudeckuii Megadyne ¢ npuHaaIe>KHOCTSMU
MpVHaOIeXXHOCTL:  afanTep MOHOMOSISPHbIM

NpPou3BOACTBa KOMMaHMN
MeragaiiH Megukan MNpogaktc, VIHK.
(Megadyne Medical Products, Inc.),

11506 CayT CteinT CtpuT, Opeiinep, KOTa 84020, CLLUA

2021 r.
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nepeBoaUnK <y

Poccuiickas depepauuvs
Nopon MockBa
[ABanuaTtb ceabMOro aBrycrta fiBe Tbicuun ABajuaTb rnepsoro roga

A, Mowuceesa Jivmnna BnagumwmpoBHa, HoTapuyc ropofa MOCKBbI, CBUAETENbLCTBYI
NOANMHHOCTbL MOAMNUCKU NepeBOAYMNKa ANnoaH JaBupga NeoprueBnya.
Mognuce caenaHa B MOEM NMPUCYTCTBUMN.

JTNYHOCTL MOANMMCABLW Ero AOKYMEHT yCTaHOB/IEHA.
peecTpe: Ne 50/995-H/77-2021- -y /~3

e HoTapuanbHoro geicteaue 400 py6. 00 kon.

J1.B.Mounceesa

Bcero NnpowWwHypoBaHo, npoHymepoBaHo u ckpennero nevatbio 10 nnct(-a,-o8).

1.B.Mouceesa
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MEGADYNE

IThe Electrosurgical Authority

INSTRUCTION FOR USE
OF THE MEDICAL DEVICE

Megadyne Electrosurgical Generator, with accessories
Accessory: Megadyne Laparoscopic"Tubing

manufactured by
Megadyne Medical Products, Inc.,
11506 South State Street, Draper, Utah 84020, USA
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Megadyne Medical Products,
Inc., 11506 South State Street,
Draper, Utah 84020, USA

«YTBEPX OAK » | “APPROVE”
Megadyne Medical Products, Inc., USA
Associate Director. Regulatory Affairs

(onxHocTb/position)
Brian Ruble

BRIAN GCDWIN
Notai7 Public, Stale of Ohio
/My Commission Expires 12-17-2023

(nma/narne)

(wanwncol/signature)
O <j(y 2021 .

«fieHb» Mmecay (uudppamu) / «day» mointh (numerals)
M.M./ Stamp

, 10 »

MHCTPYKUWMA HO MPUMEHEHWNIO
MEOVNUMHCKOIO N3AE/TNA

leHepaTop 3NeKTpoxupypruyecknii Megadyne ¢ NPUHAANEXHOCTAMM

MpuHagnexHocTb: Tpy6Ka Nanapockonuyeckas Megadyne

npousBoACTBa KOMNaHUM
MeragaiiH Megukan MpopgakTc, VHK.
(Megadyne Medical Products, Inc.),

11506 South State Street, Draper, Utah 84020, USA (CLW A)

2021 year /.



Russian text
1. HAMMEHOBAHWVME MEAVNLUMNHCKOIO N3AENNA (MW)
leHepaTop anekTpoxupypruyecknin Megadyne ¢ NpMHaANEXHOCTAMM
MpuHagnexHocTb: Tpybka nanapockonuyeckas Megadyne (He 6onee 100 wT.,

npm HeobXoLUMOCTHU)

English text
1. MEDICAL DEVICE (MD) NAME AND CLASSIEICATION

Megadyne Electrosurgical Generator, with accessories

Accessory: Megadyne Laparoscopic Tubing (no more than 100 pieces, if

necessary).

Tabnuuya 1- Homepa no KaTtanory BapuMHaToB UCNONHEHNA MeauumnHckoro msgenna /[ Table 1- Reference numbers of MD variations

HanmeHoBaHue MW, mogenn nam BapunaHThbl
nucrnosiHeHna MU

Tpyb6ka nanapockonuyeckasa Megadyne (He

6onee 100 wWT., Npy HeobBXOA4NMMOCTHN) 100 pieces, if necessary).

2. HASHAYEHWE

FeHepaTop 3neKTpoxupypruyeckuii Megadyne ¢ NPUHAANEXHOCTAMU -
3NEeKTPOXNPYPTrUUECKHU

3TO

YHUBepPCanbHbIiA reHepaTtop pajgMo4yacTOTHOro TOKa,

npejHasHaYeHHbIA ANS pe3aHUMsa U Koarynsiuuum, KOTOPblIA BO3jelicTBYeT Ha

ueneByrw TKaHb nocpeaAcTBOM BCNOMOraTtennbHOro aneKTpoga B Xoae OTKPbITbIX

M NanapocKOMUUYecKUX XUPYPrMyecKnMx onepaumnii.

3. MOKA3AHWVA N MPOTUBOMOKA3AHNA K MPUMEHEHWIO U
BO3MO>XHbIE MOBOYHbIE 29 PEKTbI

3.1. MokasaHuA

O6pasoBaHue AbiMa B onepaLuoHHOM none

3.2. NpoTnBonNokasaHusA

|_|p0TI/IBOI'IOKa3aHI/Iﬂ KNPUNMEHEHUNID MEAUWUUMHCKOIo m3genmna He BblABJIEHDI.

3.3. Mo6oyHbIe 3hPheKTbI

HexenatenbHble No604YHbIe 3PPeKThl
Megadyne wu
HecTepUNbHbIMMN

N PpUCKWU, CBA3aHHblIe C 3BaKyaTopoMm

ero BK/Ao4YawT BO3MOXHOCTb

AblMa NPpUHaANexXHoCcTaAMMN,

naToreHos,

NOBEPXHOCTAMMN, nepeHoc

KOHTaKTa C

KPOBOTeEYeHUE, INEKTPOTPaBMy, a TakKXxe I/IMyIJ.LECTBEHHbIIZ UNWN 3KONOTUYECKU

yuep6.

4. MHOPOPMALUWMA O MOTEHUWMANBbHbBIX MOTPEBEUTENAX MW
N YKA3SAHWA MO NCMNOJIb3OBAHNIO

4.1. YKazaHuUs Nno ncnonb3oBaHuo
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MD name, models or variations of MD

Megadyne Laparoscopic Tubing (no more than

Homep no katanory / Reference number

2390J

2. INTENDED!USE
Megadyne Electrosurgical Generator, with accessories -
generator designed to produce

is intended as a

general-purpose e‘lectrosurgical radio
frequency (RE) carrent for cutting and coagulation to be delivered to
tissue thi"ough an electrode during open and

target accessory

laparoscopic surgical procedures.

3. INDICATIONS AND CONTRAINDICATIONS FOR USE AND
POSSIBLE ADVERSE EFFECTS

3.1. Indications

The smoke creation at the surgical site

3.2. Contraindications

Contraindications to the use of the medical device were not identified.

3.3. Adverse effects

Undesirable side effects and risks associated with Megadyne Smoke

Evacuator and its accessories include the potential for introduction of

non-sterile surfaces or pathogen transfer, bleeding, electrical shock, and

property or environmental damage.

4. INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE



N3genns npefgHasHauyeHbl ans Mcnonb3oBaHusA B yupexpgeHunsax

34PaBOOXpPaHeHUS.
N3aenns peKOMeHAyeTCsl MCNONb30BaTb NPU YCNOBUAX, YKa3aHHbIX HUXe.

4.2. NMoTeHUManbHble NnoTpebuTenn MU

MeauLUHCKOE msgenue npeiHasHauyeHo ans KBanu@ULMpPOBAHHOTO

MeLULWHCKOFO MepcoHana, KOTOpblii XOpowWw o BfajeeT COOTBETCTBYWL UMM
MeTOoAMKaAMKU M npouedypaMmu. FeHepaTop 3NeKTpoxmpypruyeckuii Megadyne ¢
NPUHAANEXHOCTAMM

npegHasHayeH Ana wMCNoNAb30BaHMA WUCKNKWYUNTENbHO B

YCNOBUAX OMNepaluoHHbIX KOMHAT WAU XUPYpPruyeckux oTpeneHuii. OH He
npefHasHayeH NS UCNONb30BaHUS B AOMALIHUX YCNOBUAX, B MallMHAX CKOPOWA
NOMOLW, M UAN HA CAHUTAPHOM TpaHcrnopTe.

4.3. Ycnosuda akcnnyatauynn MU

TS5 w0 VIS TTR¥AYXKA roto Y636 VYT
Ycnosua akcnayartayunm
Temnepatypa, °C OT 10 go 40
OT 15 go 75

OTHOCUTEeNbHAasA BNaxXHoOCTb, %
(6e3 KoHfAeHcaLUN)

ATMochepHOe gaBneHue, rfa OT 700 fo 1060
5. OMMNCAHWVE OCHOBHbIX ®YHKUNOHAJ/IbHbIX 3TIEMEHTOB
MW
5.1. O6uiee onucaHme QyHKLNOHaNbHbIX 31eMeHTOB MU
Tpybka nanapockonu4yeckas
AONONHUNTENbHBbIX

Mesadvne - npegctaBnsdet co60il  Ha6op

Tpy6oK Ans ynaBAWBaHWA fbiMa, WCNONb3yeMblii npwu

npoBefeHUN nanapocKonuMuyeckKmux onepauyui. LaHHoe ycTpoiicTBO

npegocrtaBndaeT nonb3oBaTento BO3MOXHOCTb noaKnww4yeHNA pas3sfnnyYHbIX

nanapockKonmM4yeCckKnMXx WMHCTPYMEHTOB C NOMOUWbK CTaHAapTHOrNro KOHHEKTOpPa

Niwoapa. BaxHoi cneuundurueckoid 0cobeHHOCTbIO AaHHOro YycTpoiicTBa

ABNAETCA BO3MOXHOCTb €ro wucnonb3oBaHMA COBMECTHO C JIK3POBCKUMMU

KOHHEKTOpaMu Tpoakapa ANns ynaBAWBaAHWS W OTBeAeHUA AbiMa M3 GPIOLW UHBI.
Tpy6ka nanapockonuueckas
COCTOSHUN.

Megadyne nocTaBnsieTcs B CTEPUIbHOM
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4.1. Directions for use

Devices are intended for use in healthcare facilities.

Devices are recommended for use under operation conditions indicated
below.

4.2. Potential users of MD

The medical device is intended for use by qualified medical personnel
skilled in the particular techniques and procedures to be performed. The
Megadyne Electrosurgical Generator, with accessories is intended for
use in an operating theatre or surgical setting only. It is not intended for

home use, in ambulances or in hospital transport.

4.3. Use conditions of MD
Table 2 - Use conditions of MD
Environmental conditions

From 10 to 40

From 15 to 75
(non-condensing)

Barometric pressure, hPa From 700 to 1060
5. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF
MD

5.1. General description of functional elements of MD
Mesadvne Laparoscopic Tuhins- An optional smoke capture tubing set

Temperature, °C

Relative humidity, %

that is used during laparoscopic surgical cases. This device allows the
user to attach a variety of laparoscopic instruments using a standard luer
fitting. Specific use is with trocar luer connections for smoke capture
and removal from the peritoneum. The Megadyne Laparoscopic Tubing

is supplied sterile.



KoHHeKTOop

KoHHeKTOp

5.2. BO3MOXHOCTb N MeTOAbl
n3gennammn
KomnaHna Megadyne peKoOMeHAyeT Mcnonb3oBaTb TPYO6KY nanapockonumyeckas

MHTErpaunm ¢ gpyrmMmm MeANUNHCKUMMU

Megadyne c aBakyaTopoM agbiMma Megadyne (REF MESEI)

Luer Connector

V-_

Connector

5.2. The possibility and ways of integrating with other medical
devices

Megadyne recommends the use of Megadyne tubing sets with the

M ESEI Megadyne Smoke Evacuator

6. MEPEYEHb N OMMNCAHWNE KOHTAKTUPYROLWWNX C MAUMEHTOM MATEPUANOB MW / LIST AND DESCRIPTION OF MD

MATERIALS IN CONTACT WITH THE PATIENT

nanapockKkonun4yeckas n3irotTaBanBaeTcsAa
(NBX) 102-68-24.
n3rotasnumBarwTCcad U3 TepMOonsaCTUYHOro nonummMmepa Makrolon

Tpyb6ka n3

nonmBuHMNXxnopupga

Megadyne
6e3 pauatunrekcungrTanata Vysun

KOHHeKTOpbI

Rx 1805 451118 (hmonetoBbIi). *
MpegynpexaeHune:
Mepefg wWcnonb3oBaHMeM fJaHHOro o6OpPyAOBaHWS HafjeHbTe MEeLULMUHCKUE

nepyaTkuy, saperncrtpmnpoBaHHble B COOTBETCTBUKM C NnpaBna1aMn HauMoHanbHOTIO
3aKoHopaTenbCTBa, 4TO06bI YCTPaHNTb BO3MOXHOCTb KOHTaKTa MeAWLUUHCKOrIO
nepcoHana un yacTeli nipnennsa.

7. MHCTPYKUWNA MO SKCMNNYATAUMNN [ INSTRUCTIONS FOR USE

1. Ncnonb3ys MeTOf4 acenTUKW, OTKPOWTe YyNaKOBKY M MOMeCTUTe CTepuabHoe
yCTpPOWCTBO B CTEPUNbHOE NOJE.
a. Yaanute U yTUNu3npyinTte 6ymMax Hyw o06epTKy.

2. ToAcoefMHUTe KOHHeKTop Jlwa3pa, Bxoagswuit B Ha6op Tpy6oK

nanapockonuyeckux Megadyne, K KaHlne Tpoakapa, WCNONb3yemMoro pAns

3HepreTMUeckoro yctpoiictea / akTUBHOTO 3neKTpoaa.
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Megadyne Laparoscopic Tubing is made from Non-DEHP PVC Vysun
102-68-24. Connectors are made from Thermoplastic Polymer Makrolon
Rx1805 451118 (Violet).

Warning:

Put on medical gloves registered accordacne with national regulation
prior to using this equipment to aviod contact between medical personal

and medical equipement.

1. Open package using aseptic technique and place the sterile product on
the sterile field.

a. Remove and discard paper wrap.
2. Connect the Megadyne Laparoscopic Tubing set luer connector to the
trocar cannula being used for the energy device/active electrode.
Note: Trocar placement should have sufficient room away from tissue



MpumedyaHne. lna co3faHMa noToKa/BcacbliBaHMA BO3fjyXxa Tpoakap fONXeH
HaX0AMTbCHA HA JOCTATOYHOM PaCCTOAHMU OT TKaHMWU.

3. MoacoeANHNTE KOHHEKTOP, BXOASALW WA B Habop TPy6OK NanapocKONMYecKunXx
Megadyne, K nepefHen noBepxHocTu fnepefgHemMy nopTy GunbTpa (Hanpumep,
noagcoeanHnTe K dunbtpy Megadyne (REF 2550J) unum K nopTy eMKOCTWU AN4
Xnpkoctm Megadyne (REF 2555J), ecnu npuMeHMMO), NpoOBepbTe HafeXHOCTb
npukpenneHns.

4. Mepep NCcNoNb3oBaHMEM OTKPOWTe 3aNOpHbI/ KpaH KaHl AU Tpoakapa.

5. Mocne 3aBepweHUAa McNonb3oBaHWA Habopa TPpy6OK NanapoCKOMMUYECKUX
Megadyne OTCOEANHMNTE oT KOHHeKTOpa

Niapa " KOHHEKTOpa,

NOACOEAUHEHHOTO K NepeaHell NOBEPXHOCTH /nepe,qumy nopTy punbTpa.
npouegypbl
6uonormyeckoii 6e3onacHoCTU NevYeGHOro yuypeXxieHus.

6. Mocne yTUNU3npyihTe B COOTBETCTBMM C MONUTUKOI

for air flow/suction.
3. Connect the Megadyne Laparoscopic Tubing set connector to the
filter face /front port (example: attach to 2550J Megadyne Filter or
attached 2555J Megadyne Fluid Trap port if applicable), verifying a
secure fit.

4. Open the trocar cannula stop cock prior to use.

5. When finished using the Megadyne™

Laparoscopic Tubing set,

remove from both the luer connector and the connector to the filter
face/front port.

6. After procedure, dispose per hospital biohazard policy.

8. SBHAYHEHWNA CMMBONOB, YKASAHHbBIX HA ¥YMMAKOBKE /INTERPRETATION OF SYMBOLS USED ON THE PACKAGE

Ta6bnnuua 4 - PacwmndpoBKa CUMBO/IOB MapKUpPOBKMH /Table 4 - Explanation of labeling symbols

CumBon /Symbol 3Ha4eHue
REF Homep no kaTtanory
LOT Kopa naptunm
YNONHOMOYEHHbI I npeacrtaBuTenb B
lec REPI Pea
coobuwecTBe™
Mpouns3soanTenb
H [
S CpoK rogHocTu
jL &K
w oy TemnepaTypa Npun ycrnoBUAX XpaHeHNs

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

Meaning

Catalog Number

Lot Number

EBponeiickom

Authorized Representative in the European Community*

Manufacturer

Expiration date

Temperature under storage conditions



XKV~

STERLE R

®

™

~only

a
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BnaXHoCTb NPV yCNOBUAX XpPaHeHUA

XpaHWUTb BAanu OoT UCTOYHUKOB Tenna

XpaHWTb B CYXOM MecTe

CM. MHCTPYKLUIO NO 3KCNAyaTaymm

KonnuyecTBo eAMHUL B ynakoBKe

He ncnonb3oBaTb, eciM yNnakKoBKa NoBpexpaeHa

CTepnnun3oBaHoO C UCNONTb30BAHNEM FTaMMma-u3nyyeHmnsa

He ncnonb3oBaTb NMOBTOPHO *

He cTtepunnsosaTtb NMOBTOPHO

ToBapHasa Mapka

CLWA
npojaxy 3Toro ycTpoiicTBa, Mo3BoNnas npofjaBaTb €ro TO/IbKO

denepanbHoe 3aKoHOAaTeNbCTBO orpaHunymnBaeT

Bpayam MM No 3aka3y Bpaua.
CoOTBeTCTBME NMPOAYyKTa Tpe6oBaHWAM No 6GesonacHocTu ANs

notpe6uTeneit, MeANKO-CAaHUTAaPHbBIM Tpe6oBaHUAM "

Tpe6oBaHMsIM no 6e30MacHocTWM fANA OKpyXawuweid cpegbl

Humidity under storage conditions

Keep away from heat

Keep Dry

Consult Instructions For Use

Packaging Unit

Do not use if package is damaged

Sterilized using gamma radiation

He ncnonb3oBaTb MOBTOPHO

Do not resterilize

Trademark

Federal (USA) law restricts this device to sale by or on the
order of a physician.

health and
environmental requirements of the European Union.*

Product compliance with consumer safety,



EBponeiickoro Cotw3sa.*

Y Ka3blBaeT, YTO 3/1eKTPUYUYECKOE N 3/TEKTPOHHOE oﬁopy,qosaHme

Indicates that the Electrical and Electronic Product (EEP)

(330) He cofepXWUT TOKCUYHbIX W OMNACHbIX BEULECTB WU

3/IEMEHTOB B KOHLUEHTpauuu, MNpeBblLlalo el

LOMYyCTUMYlO, a TakKxe, UYTO [JaHHbI

npoAyKT

does not contain toxic and hazardous substances or

MaKCMuMasbHO

elements above the maximum concentration values, and
ABNseTCA

that it is an environment-friendly product which can be

3KONoOrn4yeckn 6e3onacHbIM u npuroagHbelM AnNqa nepepa60TK|/|

recycled (People’s Republic of China symbol for

(cumBON KuTtaiickoih HapoaHoli Pecny6nuku gna o6o3HavyeHUs

orpaHmnyeHnsa wuncnonb3oBaHuA

3/1EKTPUYECKOM U 31eKTPOHHOM 060pyfOBaHUUN)*

* -ynakoBKa MW MapKMpPOBKa MeEAULMNHCKOIO n3gennsa Mo>KeT He

copep>aTb OT MEYEHHbIE CUMBO/bI.

cofep>aThbCsl CUMBOJbI,
cTaHgapTamu.
9. CPOKTOAHOCTW, CPOK CNYXEbI

Cpok rogHocTH (cpok coxpaHeHusn CTEPUNBHOCTN) Tpy6KMU

nanapockonuyeckoih Megadyne - 3 roga.

10. POPMA NMOCTABKW/

KoMnieKT NocTaBKM Tpy6KU nanapockonuueckoit Megadyne BkatouyaeT B ce6n

ABajuaTb NATb (25) Tpy6ok nanapockonuuyeckux Megadyne, MapKMpPOBKY W

WHCTPYKLMWIO MO NPUMEHEHMWIO HA PYCCKOM s3blKe.

11. MEPEYEHDb MATEPUANOB XNMBOTHOTIO 7
YEJTOBEYECKOIO NMPONCXOXAEHWNA

HenpnmeHumo.

o

fLaHHOe MEeAWUMHCKOEe W3[eNne He COLepXWUT maTepuansl
XXMWBOTHOTO U (MN1N) YENOBEYECKOTO MPOUCXOXKAEHMUSA.

12. NMPEAYTIPEXAEHWA NN MEPbI MPEJOCTOPOXHOCTW
MpepynpexaeHus

. 9T un3jennsa npefHas3HayeHbl TONbKO ANSA OLHOPAa30BOro MPUMEHEHWUSd.

He
CTepUNM3yinTe NOBTOPHO. NMOBTOPHOE MCNOMb30BaHUE MOXET MPUBECTU K

Mocne wUcNonNb30BaHWUA YTUNU3NPYNTe Hagnexawum o06pasom.

NnPpUYMNHEHNIO Bpea 340P0OBbIO NayuneHTa BCNeAoCTBUE 3arpA3HeHUA.

e YpanuTte M yTUNWU3UpPYTe BCce 3NeMeHTbl, TMNpefHa3HayYeHHble ANs

oOgHOpa3oBoOro npuMeHeHNA, B COOTBETCTBUM C NONUTUKOW

6uonormyeckoii 6e30NacHoOCTM Ne4eGHOT0 yUpeXK AeHUs.
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OnacHbIX BELW,ECTB

Tak>ke

He peryivmpyemMble HaUUOHANbHbIMU

Restriction of Hazardous Substances (RoHS) in electrical
(RoHS) B .
and electronic products).*
* - packaging and labelling of medical devices may not
contain noted symbols. It may also contain symbols that

are not regulated by national standards.

MoryT

9. SHELF LIFE, USE BY DATE

Expiration date (shelf life of sterility) for Megadyne Laparoscopic

Tubing- 3 years.

10. HOW SUPPLIED

The delivery scope of the Megadyne Laparoscopic Tubing

(25)

instructions for use in Russian.

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

Not applicable. This medical device does not contain materials of animal

includes

twenty-five Megadyne Laparoscopic Tubing, marking and

and / or human origin.
12. WARNINGS AND PRECAUTIONS
Warnings

¢« These devices are intended for single use only. Properly discard
after use. Do not re-sterilize. Reuse may result in patient injury due
to contamination.

. Remove and dispose of all single-use items per hospital biohazard
policy.

. High flow or extended evacuation time may cause deflation of the
pneumoperitoneum (only for Megadyne Laparoscopic Tubing).
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¢ Bricokas CKOPOCTb NOTOKA WIH CAHIIKOM NPOIAO/KUTENbHAA IBAKYaUHA
ABIM3 MOTYT BBI3BIBATL CHIKEHWE HANPAKEHHA TNHEBMONEPHTOHEYMA
_(Tonbko ana TpyGku nanapockonuyeckoii Megadyne).
Mepnl npexoCTOPOXKHOCTH
e JloNOAHHTENbHBIE YKa3aHHA NO HCIONB30BAHMIO HIEKTPOXHPYPIHUECKOro

Caution
o Refer to manufacturer’s user manual for additional instructions

reHepaTopa, 9BaKyaTopa JAwMa M MPOMHX  CONYTCTBYIOWMX regarding the use of the electrosurgical generator, smoke evacuator
NPHHAAAEKHOCTEH CM. B PYKOBOACTBAX MNOJNb30BATENS, BBIUYIIECHHBIX and other attached accessories.
NPOH3BOAHTENEM. ¢ Do not kink the tubing.
He neperun6aiite 1pyGkn. e Not intended as primary means of fluid removal.
e He npeanainayeHo ans MCRONBL3OBAHUS B KaUeCTBE OCHOBHOIO CPeACTBa
YAAICHNS KHAKOCTH.

13. HH®OPMAIHA O JEKAPCTBEHHBIX NPENMAPATAX H (WJIH)
PAPMALHEBTHYECKHX CYBCTAHIINAX B COCTABE MH

3TOT pa3fiel He MPHMEHHM K JAaHHbIM W3NCIHAM, TaK Kak H3JENHA He

CO/ICPXAT /IEKAPCTBEHHLIX BEleCTB H HE HCROJABL3YIOTCA B COYETAHWH C

NEKapCTBEHHbIMA BELIECTBAMH.

13. INFORMATION ABOUT MEDICINES AND

PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
This section is not applicable to the product as the devices do not
contain medicinal substances and are not used in combination with
medicinal substances.

(OR)

14, HHOOPMAILINA O CTEPHIIH3IALIMA

Tpybka nanapockonuuyeckan Megadyne NMOCTABISETCA B CTEPHIBHOM BHJIE.
HU3jenne CTEPHIN3YETCA METOAOM raMMa-H3NyyeHus a0 yposua SAL 10%, uto
COOTBETCTBYET MHHMMANIBHOMY TpebyeMOMY YPOBHIO  CTEPMILHOCTH.
JlonycTuMbie 10361 AN CTEPHAH3AUMH raMMa-nu3nyueHuem: 25 kI'p.

14. STERILIZATION INFORMATION

Megadyne Laparoscopic Tubing is supplied sterile. The product is
sterilized by gamma radiation to the SAL 10 level, which corresponds
to the minimum required sterility level. Permissible doses for
sterilization by gamma radiation: 25 kGy.

1. YCJIOBHA TPAHCNIOPTHPOBKH H XPAHEHHA

Tabnuua 5 — Ycnosus TpaHCNOPTUPOBKM W XpaHEHHA

HanMenobnanne Jwuanazon

Temneparypa, °C Ot 5 no 55
OTHOCHTEbHAR BIAXKHOCTD, %o Ot 15 10 95
ATtMmochepnoe nassenme, rila O1 500 10 1060

XpaHuThb BAATH OT HCTOYHHKOB Temna
XpaHHTh B CYXOM MecTe

15, CONDITIONS OF TRANSPORTATION AND STORAGE
Table 5 — Transportation and storage conditions

Designation Range _
Temperature, °C From Sto 55
Relative humdity, % From 15 to 95
Barometric pressure, hPa From 500 to 1060
Keep away from heat

Keep Dry

16. MOPAJOK H YCIOBHA YTIWIN3IAIINHA WIH YHHUTOXEHMA
MH

Usgenua yTHaN3MpYIOTCA NleueOHBIM  YYpe)XXIEHWEM B COOTBETCTBHH ¢

TpeboBanuamu CanlluH 2.1.3684-21.

16. MD DISPOSAL RULES AND CONDITIONS

Used and discarded products should be disposed of by a health-care
facility in accordance with the requirements of SanPiN 2.1.3684-21.
After having been used as intended, Megadyne Laparoscopic Tubing set
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Tpy~ka~anapockonuyeckas Megadyne nocne MPMMEHEHUS NO Ha3HAYeHUI
OTHOCATCSH K NOTEHLUMANbHO MHOULUPOBAHHBLIM 0TX04aM U YTUNUIUPYIO TCA Kak
0TX0A4bl Knacca B. Tpy6KM C UCTEKW UM CPOKOM XpaHeHWSs U NOBpPeXAeHHOW
17. TAPAHTWUA

FapaHTUHbBIA CPOK XpaHeHUs - W3FOTOBUTEeNb TrapaHTUPYeT CcoXxpaHeHUe

CTEpUNbHOCTU M3Jenus, a TakKXe ero MPUFOAHOCTb ANA WUCNONb30BAaHMA NoO
Ha3Ha4YeHW, NpU YCNOBWUU ero NPaBUIbLHOTO TPAHCNOPTUPOBAHUSA U XpaHeHUS
B TeYeHMe BCEro CPOKa FrOJHOCTM YKa3aHHOro Ha MapKMPOBKe NpogyKTa.
Mpon3BoagMTEeNb He HECET OTBETCTBEHHOCTMW 3a MOBPEXAEHUSA UNU HeCUYaCTHbIe
cnyuyau B pe3ynbTaTe HeNnpaBUbHOIN0 WUCMNONb30BaHUA, OWNGKN Nonb3oBaTens
UNW BHEW HWX 4Yype3BblYyalHbIX cuTyaumnii. Mo BonpocamM KayecTBa NMPoOAyKUMU
o6pawaiiTecb K yNnoNHOMOYEeHHOMY NPeACTAaBUTENIO NPOU3BOAUTENS.
18. HAMMEHOBAHWE U I'OPI/Iﬂ,I/IL-IECKI/II7I ALPEC
MNMPON3IBOANTENA MUN N YITO/THOMOUYEHHOTIO

MPEACTABUTENA MNPON3BOANTENA B POCCUN

MPONI3BOONTENb:
MerapgaiiH Meagnkan MpogakTc, MHK.,
84020, USA (CLWA).

11506 South State Street, Draper, Utah

YMNONHOMOYEHHOW NPEACTABWUTE/Ib MPOW3BOAUTENSA B
POCCUW:

OO0 «OXOHCOH & [XOoHCOH», 121614, r. MockBa, yn. Kpblnartckasa, g. 17,
Kopn. 2.

Ten. +7(495)580-7777, ®akc: +7 (495) 580-7878
DL-JNJRUMedicalOA(0),ITS.JNJ.com.

DL-JNJRU-Medical-Reeulatorv(o),ITS.JNJ.com
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is classified as Class B potentially infectious medical waste and shall be
End-of-life tubing

packaging of which is damaged, are classified as Class A medical waste.

disposed of as classified. sets and those ones the

17. WARRANTY

A storage warranty period - the manufacturer guarantees the

preservation of the sterility of the product and its suitability for the
intended use, subject to the right transportation and storage within the
shelf life as indicated on the product labelling.

Manufacturer is not liable for any damage or accidents resulting from
improper human error or external emergencies.

use, Regarding the

product quality, please contact an authorized manufacturer’s

representative.

18. NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN

FEDERATION

MANUFACTURER:
Megadyne Medical
Utah 84020, USA.

Products, Inc., 11506 South State Street, Draper,

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
IN RUSSIA:

Johnson & Johnson LLC,

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

Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878
DL-JNJRUMedicalOA(0)JTS.IJNJ.com.
DL-JNJRU-Medical-Reeulatorv(2),ITS.JNJ.com
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<Jlororan: «Meramiin» | Ocnoeano ¢ 1985 200y wm Mennxan [Npoaaxrc, Hax.»,
(Megadyne)® Jpeiinep, I0ra 84020, CILIA

<Kpyrnas nesars: HOTAPUYC; «YTBEPXIAIO»
IITAT OrAiiO> «Meranaiin Memuxan Ipoxakre, Hux.», CHIA
<HOITHCAHO™> [(momxHOCTD)

<Haonuco om pyxu: 19 wiors 2021 200a> - Bpaiias Py6n
<IlItamMn: BPAMAH I'O/IBHH; (M)
Hotapnyc, mrrat Oraiio, —e S TONIACAHO >
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IpuuagnexnocTs: TpyOka nanapocxonuveckas Megadyne

MPONU3BOACTBE KOMITAHHH
Merapaiin Meaukan ITponakrc, Hnk.
(Megadyne Medical Products, Inc.),
11506 Cayr Crefit Crpur, Hpetinep, I0ra 84020, CILIA

2021,

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



nepeBofunK

Poccuiickaa degepayms
MNopos MockBa
[BajuaTb cefbMOro aBrycra fjBe TbiCAYN ABajLaTb NepBOro roja

A, Mowunceesa Jinnna BnagunmmpoBHa, HoTapuyc ropoga MOCKBbl, CBUAETENbLCTBYI
NOANMHHOCTbL NOANUCK NepeBoOAYMKaA ANnNoAaH faBupa NeoprueBnya.
Mognuce caenaHa B MOEM NMPUCYTCTBUMN.

NInYyHOCTbL NOJNMNCABLIEro JOKYMEHT yeTaHOBNeHaA.
3N~ TpuppBa~Neectpe: Ne 50/995-H/77-2021- 56 w £
Twa?Mu</"3¢p!Neptllld e HoTapuanbHoro gelip™una: 400 py6. 00 kon.

I

-t -J1.B.MounceeBa
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MEGADYNE

The Electrosurgical Authority

INSTRUCTION FOR USE
OF THE MEDICAL DEVICE

M egadyne Electrosurgical Generator, with accessories
Accessory; Megadyne Speculum<Tubing

manufactured by
Megadyne Medical Products, Inc.,
11506 South State Street, Draper, Utah 84020, USA
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Megadyne Medical Products,
Inc., 11506 South State Street,
Draper, Utah 84020, USA

«YTBEPX OAK » /| “APPROVE”
Megadyne Medical Products, Inc., USA
Associate Director. Regulatory Affairs
(onxHocTb/position)

Brian Ruble

BRIAN GCDWIN
Notary Public, State of Ohio
[ My Commission Expires 12-17-2023

(jTiIOAIjiHCb/signature)
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MHCTPYKUWMNA NnOo MPUMEHEHWIO
MEONUWVMHCKOIO U3AENNA

FeHepaToOp 3NeKTPOXUPYpPruuecknuin Megadyne ¢ NpuHafNEXHOCTAMMU
MpuHagnexXHoCTb: Tpy6Ka cBeTooTpaxatuas Megadyne

Npou3BOACTBA KOMMaHUM
MeragaiiH Megunkan MpogakTc, NHK.
(Megadyne Medical Products, Inc.),

11506 South State Street, Draper, Utah 84020, USA (CLW A)

2021 year /.



Russian text
1. HAMUMEHOBAHWE MEAVNLUVHCKOIO U3JENTNA (MIN)

FeHepaTop 3afNeKTpoxupypruyeckuii Megadyne ¢ NpUHafNeXHOCTAMU

MpuHagnexHocTb: Tpybka cBeTooTpaxawuwaa Megadyne (He 6onee 100 wT.,
npm Heob6Xo0a4MMOCTHN)
Tpybka cBeToOOTparkatu,as Megadyne MOXeT UMeTb cnejywouime

HaMMeHOBaHUA B PYKOBOACT Bax onepaTopa: «Tpybka ana sepkana Megadyne»,
«TpybKa».

English text
1. MEDICAL DEVICE (MD) NAME AND CLASSIFICATION

Megadyne Electrosurgical Generator, with accessories

Accessory: Megadyne Speculum Tubing no more than 100 pieces, if

necessary)

Megadyne Speculum Tubing may have thefollowing names inframe of

operator’'s manuals: «Tube».

Tabnuuya 1- Homepa No KaTanory BapuMHaToB UCNONHEHNA MeauuuHckoro usgenna /[ Table 1- Reference numbers of MD variations

HanmeHoBaHue MW, mogenn nan BapnaHThbl
ncnonHeHna MU
Tpybka cBeTooTpaxatwuwasa Megadyne (He 6onee

100 WT., Npn HeobX04MMOCTHN) 100 pieces, if necessary)

2. HASHAYEHWE

eHepaToOp 3TO

aNeKTpoxupypruuecknit Megadyne ¢ NPUHAANEXHOCTAMMU -

yHVWBepcanbHbI 3NeKTPOXUPYPrUYECKUiA TreHepaTop pajMoyvyacTOTHOro TOKa,

npefjHa3HayYeHHbIW ANsA pe3aHUsa U Koarynsiuum, KOTOPbIA BO3JeACTBYeT Ha

ueneByrw TKaHb nocpeaCTBOM BCNOMOraTte/sibHOro 3afieKTpoia B XoAe OTKPbITbIX U

NanapocKoOMUYecKMX XUPYPTMYECKUX ONepaLnii.

3. MOKA3AHUA N MPOTUBOMOKA3AHUA K MPUMEHEHUNIO WU
BO3MOX>HbIE MOBOYHbLIE S®PEKTbI

3/1. NMokasaHnsa

O6pasoBaHMe gbiMa B onepaLuMoHHOM none

3.2. NpoTnBonoKasaHuns

|_|p0TI/IBOI'IOKa3aHVIF| KNPUMEHEHNIK MeAUWUWMNHCKOIo M3gennsa He BblABJ/IEHbI.

3.3. MobouHbIe 3thheKThbI

HexenaTtenbHble NO60YHbIe 3h(PeKTbl U PUCKU, CBA3AHHbIE C 3BaKyaTOpPOM AbiMa

Megadyne n ero npuHagnexHoOCTAMMN, BKNKHYAKWT BO3MOXHOCTb KOHTaKTa C
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MD name, models or variations of MD

Homep HO kaTtanory / Reference number

Megadyne Speculum Tubing no more than

23957

2. INTENDED USE

Megadyne Electrosurgical Generator, with accessories - is intended as

a general-purpose electrosurgical generator designed to produce radio

frequency (RF) current for cutting and coagulation to be delivered to

target tissue through an accessory electrode during open and

laparoscopic surgical procedures.

3. INDICATIONS AND CONTRAINDICATIONS FOR USE
AND POSSIBLE ADVERSE EFFECTS

3.1. Indications

The smoke creation at the surgical site

3.2. Contraindications

Contraindications to the use ofthe medical device were not identified.

3.3. Adverse effects

Undesirable side effects and risks associated with Megadyne Smoke

Evacuator and its accessories include the potential for introduction of



HECTEPUNbHbLIMNU NMNOBEPXHOCTAMMN, nepeHoc naToreHos, KpoBOoTe4deHUe,

31eKTPOTpPaBMYy, a TaKXe UMYLLECTBEHHbIA UNMN 3KONOTUYECKUA yuLep6.

4. NMHPOPMALUNMA O NOTEHUMNANDBbHbBIX MOTPEBEUTENAX M N
YKA3AHWA MO NCMONTb3OBAHWIKO

4]1. Y KazaHu4 rno ncnosib3oBaHUto

Nagenus npefHasHaueHbl ans Mcnonb3oBaHms B yupexpgeHusx

3ApaBoOXpaHeHUS.
N3genns peKoMeHAyeTcs UCNONb30BaTb MPU YCNOBUAX, yKa3aHHbIX HUXe.

4.2. MoTeHynanbHble NoTpebuTenn MU

MegnuMHCKOE nsgenune npeiHasHauyeHo ans KBann@UUMPOBAHHOTO

MeAUMUMNHCKOINro nepcoHana, KOTOprVI Xopowo Bnapeetr COOTBETCTBYyHUWMNMU

mMeToAMKaMu W npouesypamu. FeHepaTop 3NeKTpoXxmpypruyeckuin Megadyne c

NPpUHaANeXHOCTAMNM nNpeaHasHaydYeH AN1A WUCNONb30BaHMA WUCKNKWYNTENbHO B

YCNOBUSAX OMEpPauuoOHHbIX KOMHAaT WAW XWUPYPrUYECKUX oTAeneHUin. OH He

npegHasHayeH Anda Mcnonb3oBaHUA B JOMalWWHWUX YyCNOoBUAX, B MalWlMNHaX CKOpOI71
noMowm mMnn Ha CaHNTapHOM TpaHcCnopTe.

4.3. YcnoBua skcnnyataumm MU

Ycnosua akcnayartaumm
OT 10 go 40
Ot 1570 75

(6e3 KoOHAeHcaLMK)

ATmMocthepHOe faBneHue, rfla OT1 700 go 1060

5. ONMMCAHNE OCHOBHbIX ®YHKUWMOHAJIbHbIX 3JIEMEHTOB
MW

5.1. Obuwee onucaHne PYHKLMOHANbHbIX 3/1IeEMeHTOB MU

Temnepatypa, °C

OTHOCUTeNbHAas BNaxXHoCTb, %

Tpybka cBeToOOTpa>kawuwasa Mesadvne - npeactaBnsetr co6oii Ha6op
LONONHUTENbHbLIX Tpy60oK ANS ynaBAMBaHWUA AblMa, WCNONb3yeMbli npwu
nposefeHNn TMHEKONOrNYeCcKuXx onepaumnii. Tpyb6ka cBeToOoTpaxatwuwasn

Megadyne obecneymBaeT BO3IMOXHOCTb ynaBnmBaHuAa AblMa N ero oTBefeHnNAa mn3

OnepaynoHHOrO nons. Ha6op Tpy6ok cBeTooTpaxatwux Megadyne

nocrtaBnideTca B CTEPU/TBHOM COCTOAHUMN.
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non-sterile surfaces or pathogen transfer, bleeding, electrical shock,
and property or environmental damage.
4. INFORMATION ON POTENTIAL USERS OF MD AND

DIRECTIONS FOR USE

4J1. Directions for use

Devices are intended for use in healthcare facilities.

Devices are recommended for use under operation conditions indicated
below.

4.2. Potential users of MD

The medical device is intended for use by qualified medical personnel
skilled
The Megadyne Electrosurgical Generator, with accessories is intended

in the particular techniques and procedures to be performed.

for use in an operating theatre or surgical setting only. It is not

intended for home use, in ambulances or in hospital transport.

4.3. Use conditions of MD
Table 2 - Use conditions of MD
Environmental conditions

From 10 to 40

From 15 to 75
(non-condensing)

Barometric pressure, hPa From 700 to 1060
5. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF
MD

5.1. General description of functional elements of MD
Mesadvne Speculum Tubins - An optional smoke capture tubing set
that is (GYN) The
Speculum Tubing allows for smoke capture and removal from surgical

Temperature, °C

Relative humidity, %

used during gynecology cases. Megadyne

site. The Megadyne Speculum Tubing Set is supplied sterile.



MopT 3epkana

KoHHekTOp

5.2. BO3MOXHOCTb M MeTOAbl
n3gennamm

KomnaHuss Megadyne pekoMeHAYyeT MCNoNb30BaTb TPYGKY nanapockonuueckas

MHTErpaunm ¢ agpyrmMmm MeaunumnHCKUMMU

Megadyne c aBakyaTopoM AbiMa Megadyne (REF M ESEI)

Speculum Port

5.2. The possibility and ways of integrating with other medical
devices

Megadyne recommends the use of Megadyne tubing sets with the

MESEI Megadyne Smoke Evacuator

6. MEPEYEHb N OMMNCAHWMNE KOHTAKTUPYHOW WX C MAUMEHTOM MATEPWA/NIOB MW / LIST AND DESCRIPTION OF MD

MATERIALS IN CONTACT WITH THE PATIENT
Tpybka cBeTooTpaxatwuwasa Megadyne
LD 319.92.

CUNVNKOHA MeAMLMUHCKOro HasHayeHua. KoHHeKTOp pr6KI/I nirotaBnunBaeTca u3

nirotasnunBaeTcsa n3 nonnatTmneHa

HU3KOW MNNOTHOCTU FM6KMIA KOHHEKTOpP M3rotaBAMBaeTCcA U3
nonmaTmneHa BblCOKOW NNoTHoCcTM LH523.

MpeagynpexxaeHune:

Mepeg wncnonb3oBaHWMeM paHHOro o6opyjoBaHus

HafeHbTe MeaNnUUHCKNe

nepyaTkun, 3apernctpupoBsaHHble B COOTBETCTBUKM C nNpaBunamMmm HauWOHaNbHOTO

3aKoHopgaTenbCTBa, 4TO06 bl YCTPaHNTb BO3MOXHOCTb KOHTakKTa MeAWUWMHCKOTIO
nepcoHana un yacTei nsnennsa.

7. MHCTPYKUWNA MO SKCMNNYATAUMWN / INSTRUCTIONS FOR USE

1. cnonb3ys MeTo4 acenTUKW, OTKPOWTe YyNakoBKY U MOMeCTUTe CTepuUnbHoOe
yCTpoOWCTBO B CTEPUNbHOE MOJE.

a. Ypanute M yTunumanpyinte GymMax Hyw 06epTKy.
2. MopcoeanHnTe TPY6KY cBeTooTpaXkauwyw Megadyne K nopTy 3epKana.
3. NMoAcCOeANHUTE KOHHEKTOP, BXoAsiuuii B Ha6op TPYy6OK CBeTOOTpa)ato Ly unx
Megadyne, K nepefjHeii NOBepXHOCTW / NepeAHeMy NOpPTYy ¢GuUAbTpa (Hanpumep.
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Megadyne Speculum Tubing is made from Low-density polyethylene
LD 319.92. Grade Silicone.
Tube Connector is made from High-Density Polyethylene LH523

Flex Connector is made from Medical

Warning:
Put on medical gloves registered accordacne with national regulation
prior to using this equipment to aviod contact between medical

personal and medical equipement.

1. Open package using aseptic technique and place the sterile product
on the sterile field.

a. Remove and discard paper wrap.
2. Connect the Speculum Tubing attachment to the speculum port.
3. Connect the Megadyne Speculum Tubing set connector to the filter /
front port (example: attach to 2550J Megadyne Filter or attached 2555J



nogcoeamHuTe K punbTpy Megadyne (REF 2550J) mnu Kk nopty emkoctu ans Megadyne Fluid Trap port if applicable), verifying a secure fit.
Xnpkoctm Megadyne (REF 2555]), ecnm npumeHumo), npoBepbTe HagexHocTb 4. When finished using the Megadyne Speculum Tubing set, remove
npukpenneHus. from the connector to the filter face/ front port.

4. Tocne 3aBepweHMss uUcnosb3oBaHMa Habopa Tpybok cBeTooTpaxatwwumx 5. After procedure, dispose per hospital biohazard policy.

Megadyne oTcoeAuMHMUTe ero OT KOHHeKTOpa, MNOACOELMHEHHOro K MepejHel

NoBepPXHOCTM / NnepefHeMy NopTy GunbTpa.

5. TMocne npoueaypbl YTUNW3NPYyNTe B COOTBETCTBUM € NONUTUKON

6nonormyeckoin 6e3oNacHOCTM Ne4YebHOTO yUYpeXKAeHns.

8. BHAUEHA CMMBONOB, YKA3AHHbIX HA YIMMAKOBKE / INTERPRETATION OF SYMBOLS USED ON THE PACKAGE

Tabnnunuya 4 - PacwunhpoBka cumBonoB MmapkupoBku / Table 4 - Explanation of labeling symbols

Cuwmson / Symbol 3HaveHue Meaning
REF Homep no kaTanory Catalog Number
LOT Kopg naptuu Lot Number

Y NONHOMOYEHHbI i npefcTaBUTENb B EBponeiickom . o .
|ec rep Authorized Representative in the European Community*
coobwecTtBe*

y Mpouns3soanTenb Manufacturer
CpoK rogHocTu Expiration date
w TemnepaTypa nNpu yc0BUAX XpaHEeHUA Temperature under storage conditions
BnaxXHOCTb NPW YCNOBUAX XpPaHEHUSA Humidity under storage conditions
XX
XpaHUTb BAannm oT UCTOYHUKOB Tensna Keep away from heat
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XpaHWTb B CYXOM MecTe

CM. MHCTPYKLMIO NO 3KCcnayatayum

KonnuecTBO eAMHUL B yNnaKoBKe

He ncnonb3oBaTb, C/1M YyNaKOBKa NOBpeXjeHa

CTepnnun3oBaHO C UCNO/Ib30BAaHNEM FTamMMa-u3nyyeHmns

He mcnonb3oBaTb NMOBTOPHO

He cTtepunnsoBaTb NMOBTOPHO

ToBapHas Mapka *
depepanbHoe 3akoHopgaTtenbctsBo CLUA orpaHnyuBaet
npogaxy aToro ycTpolicTBa, N03B0NSA npojaBaTb €ro

TONbKO BpayaMm WUauM no 3akKasy Bpava.

CooTBeTCcTBUE NpofyKTa Tpe6oBaHuamM no 6es3onacHoOCTH
ons noTpebuTeneit, MegUKO-CAaHUTapPHbIM Tpe6oBaHUAM 1
Tpe6oBaHMAM No 6e3onacHOCTM ANA OKpyXawuwel cpefbl
EBponeiickoro Cot3a.*

Y Ka3blBaeT, 4TO aNeKTpuyeckoe n 3N1eKTPOHHOE
o6opypnoBaHue (330) He COfepPXUT TOKCUYHBLIX U
OMacHbIX BeWecTB WAUN 3N1eMeHTOB B KOHLUeHTpauuu,

ﬂpeBbIU.IaIOLLI,eVI MakKCMManbHO AONYCTUMYH, a TaKXe, 4TO
,Cl,aHHbIVI NPOAYKT ABNAETCA 3KONOrnM4yeckKwu 6esonacHbIM 1

Keep Dry

Consult Instructions For Use

Packaging Unit

Do not use if package is damaged

Sterilized using gamma radiation

He ncnonb3oBaTb MOBTOPHO

Do not resterilize

Trademark

Federal (USA)
order of a physician.

law restricts this device to sale by or on the

Product with health
environmental requirements of the European Union.*

compliance consumer safety, and

Indicates that the Electrical and Electronic Product (EEP) does
not contain toxic and hazardous substances or elements above

the maximum concentration values, and that it is an
environment-friendly product which can be recycled (People’s
Republic of China symbol for Restriction of Hazardous



npuUrogHbiM AN nepepaboTkm (cuMmMBON
HapogHoin Pecnybnuku ans o603HayeHWs oOrpaHuyeHus
(RoHS) B

3NEeKTPUUYECKOM U 3/1eKTPOHHOM 060pyAOBaHUMN)*

ncnonb3oBaHuA onacHbIX BeEUW ECTB

KuTtalickoih Substances (RoHS) in electrical and electronic products).*

* - ynakoBKka W MapKupoBka MeguuuHckoro wusgenna *-packaging and labelling of medical devices may not contain

MO>XET He cofep>aTb OTMEUYEHHbIe CUMBOJIbI. Takd>Ke noted SymbOlS. It may also contain SymbOlS that are not

MOTyT  cojep>XaThbcH
HaLWOHaNbHBIMMN CTaHAapTamu.
9. CPOKTOAHOCTU, CPOK C/TIY>XbBbI

CpoOK rofHoOCTU (CPOK COXpaHeHWs CTepUNbHOCTU) TPYGKM CBeToOTpaxatolyei

Megadyne - 3 roja.

CUMBO/bI, HE perynuvpyemMble

10. POPMA MNMOCTABKW

KomnnekT nocTtaBku Tpy6KM cBeTooTpaxatuwein Megadyne BKn4yaeT B cebs
aABaguaTb nNATb (25) Tpy6ok cBeTooTpaxawwumx Megadyne, MapKuMpPOBKY #

WHCTPYKLUIO NO NPUMEHEHUIO HAa PYCCKOM si3blKe.

11. MEPEYEHDb MATEPUWANOB XNMBOTHOIO "
YEJTOBEYECKOIO NMPONCXOXAOEHWNA

HenpuMeHumo. [laHHOe MeLUMLUMWHCKOEe W3jeNne He COAEPXMUT MaTepuansl

XUBOTHOrIo " (VII'II/I) HeNnoBeYECKOro nponcxoxXxnaeHumsa.

N

12. NPEAYTMPEXAEHNA NN MEPbI MPEJOCTOPOXHOCTW
MpegynpexaeHuns 4

3TN ycTpoiicTBa npefHasHauvyeHbl TONbKO ANS OAHOPA30BOr0 MPUMEHEHUSN.

Mocne wWcNoNb3oBaHUS yTUNU3UPYIRTe Hagnexawum o6pas3om.

CTepVII'IVI3yI7ITe NoBTOPHO. MNOBTOPHOE MUCMNONb30BaHWME MOXeT MPUBECTU K

NMPMUYNHEHWNIO Bpefa 340P0BbLIO NMNayneHTa BCNeACTBUE 3arpAaAsHeHnA.

Ypaanute UM YyTUAM3UPYNTe Bce 3/1eMeHTbl, MNpefHa3HauYeHHble

0OAHOpPas3oBOro NpMMeHeHnMAa, B COOTBETCTBUKU C NONUTUKOW 6GMONOTrMYECKOIA

6€30NacHOCTM Ne4e6HOr0 yupexaeHus.
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regulated by national standards.

9. SHELF LIFE, USE BY DATE

Expiration date (shelf life of sterility) for Megadyne Speculum
Tubing- 3 years.
10. HOW SUPPLIED

The delivery scope of the Megadyne Speculum Tubing includes
twenty-five (25) Megadyne Speculum

Tubing, labelling and

instructions for use in Russian.

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

Not applicable. This medical device does not contain materials of

animal and / or human origin.

12. WARNINGS AND PRECAUTIONS
Warnings

These devices are intended for single use only. Properly discard
after use. Do not re-sterilize. Reuse may result in patient injury
due to contamination.

Remove and dispose of all single-use items per hospital biohazard
policy.



Mepbl NPefoCTOPOXKHOCTH
e JlONONHWUTENbHbIE YyKasaHWs MO0 MCMNONb30BAHMUIO 31EKTPOXMPYPrUUECKOTO
redHepatopa, aBakyaTopa AblMa "

npoymnx CONYTCTBYIO L NX

npuHagnexHocTeldA CM. B PYKOBOACTBax MNonb3oBaTens, BbINYLWEeHHbIX
nNpou3BOAMTENEM.

. He neperunbalite Tpyb6KM.

e He npegHasHa4eHO ANA WCNONb30BaHWUA B KayecTBe OCHOBHOrO cpejcTBa
yAaneHnsa XuULKocTu.

NHPOPMALNA O JIEKAPCTBEHHbIX TPEMAPATAX N (NN1N)
DPAPMALIEBTNYECKUNX CYBCTAHUNAX B COCTABE MU

OTOT pasfien He NPUMEHUM K JaHHbIM U3LeNUAM, TaK KakK U34enunsa He cofepxart

13.

NeKapCTBeHHbIX BeUWeCcTB MU He UCNONb3YKTCA B COYeTaHUN C NNeKapCTBEHHbIMMU
BeuwiecteBamm.

14. NH®OPMAUNA O CTEPUTN3ALUNI
Tpybka

cBeTooTpaxatuwaa Megadyne nocTtaBnseTrca B CTepUSbHOM BuUfje.

N3genne cTtepnnunsyercd MeTOoAOM ramMma-u3nyyeHuma fo yposHa SAL 10'®, yTo
COOTBETCTBYET MUHUMAIbHOMY Tpebyemomy

YPOBHIO CTEPUNIBHOCTHU.

AonycTuMble f03bl ANA cCTepunumsaumm ramma-minydyeHumem: 25 kIp.

15. YCNnoBUA TPAHCIIOPTUPOBKIWN N XPAHEHWA

Tabnuua 5 - YcnoBus TPAHCNOPTUPOBKN U XPaHEHUSA

HanmeHoBaHue AvauasoH
Temnepatypa, °C OT 5 g0 55
OTHOCUTENbHAA BAAXHOCTb, % OT 15 0 95

ATmMocthepHoe gaBneHue, rfa OT 500 go 1060

XpaHWTb BAaNM 0T UCTOUYHUKOB Tenna
XpaHWTb B CYXOM MecTe

16. NMOPAAOK n YCNOBUA YTUJTNSAUNN nnn YHUNHUTOXEHUNA
MW

M3pgenna yTununsmpyrwTca fed4ebHbIM
Tpe6oBaHuaAMun CaHlunH 2.1.3684-21.

Tpy6ka cBeToOTpaxatowas

ydypexgeHnem B COOTBETCTBUMUN c

Megadyne nocne nNpPpMMEHEHUA NO Ha3HaAYEHUIO

OTHOCATCA K NOTeHUWaNbHO I/IH(DVILU/IpOBaHHbIM oTXxoaaMm U YTUNUINPYKTCA Kak

oTxofbl Kknacca B. Tpy6KMU C MCTEKLW MM CPOKOM XpaHeHUss U MOBPEXeHHOW
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Caution

. Refer to manufacturer’s user manual for additional instructions
regarding the wuse of the electrosurgical generator, smoke
evacuator and other attached accessories.

. Do not kink the tubing.

¢« Notintended as primary means of fluid removal.

13. INFORMATION ABOUT MEDICINES AND (OR)

PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
This section is not applicable to the product as the devices do not

contain medicinal substances and are not used in combination with
medicinal substances.
14. STERILIZATION INFORMATION
Megadyne The
sterilized by gamma radiation to the SAL 10" level, which corresponds
to the
sterilization by gamma radiation: 25 kGy.
15. CONDITIONS OF TRANSPORTATION AND STORAGE
Table 5- Transportation and storage conditions

Designation

Temperature, °C

Speculum Tubing is supplied sterile. product is

minimum required sterility level. Permissible doses for

Range
From 5 to 55
From 15 to 95

From 500 to 1060

Relative humidity, %
Barometric pressure, hPa

Keep away from heat
Keep Dry

16. MD DISPOSAL RULES AND CONDITIONS

Used and discarded products should be disposed of by a health-care
facility in accordance with the requirements of SanPiN 2.1.3684-21.
After having been used as intended. Megadyne Speculum Tubing set is
classified as Class B potentially infectious medical waste and shall be
disposed of as classified. End-of-life tubing sets and those ones the
are classified as Class A medical

packaging of which is damaged,
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waste.

17. TAPAHTHA

lapanTu#iHpili CPOK XpaHeHHA - H3TOTOBHTeNb TIapaHTHpPYET COXpaHEHHe
CTEPHIBHOCTH HM3ACHHA, 3 TAKKE €r0 MPHrOAHOCTL JUIA HCHONB30BAHHA O
Ha3HA4YeHHIO, NIPH YCNOBHH €r0 NPaBHIBHOIC TPAHCMIOPTHPOBAHUA H XPaHEHHS B
TeYeHHe BCEro CPOKa NOAHOCTH YKa3aHHOTO HA MapKHPOBKE NPONYKTA.
[Tpox3BoANTENb HE HECET OTBETCTBEHHOCTH 32 MOBPEXKACHHA HAH HECHACTHHIC
CITy4aH B pe3ynbTaTe HENPABHABHOIO HCTNOJIbL3OBAHAA, OMIMOKM noib3oBaTens
HIH BHEWIHMX 4pe3sbivaitHbix cuTyaumii. [lo sofipocaM kadyecTsa MPOAYKLMH
ofpawmatitech K YNONHOMO4YEHHOMY MPEACTABHTENIO MPOH3BOAHNTENA.

17. WARRANTY

A storage warranty period - the manufacturer guarantees the
preservation of the sterility of the product and its suitability for the
intended use, subject to the right transportation and storage within the
shelf life as indicated on the product labelling.

Manufacturer is not liable for any damage or accidents resulting from
improper use, human error or external emergencies. Regarding the
product quality, please contact an authorized manufacturer’s
representative. '

18. HAUMEHOBAHUE H IOPHAHYEC AJPEC
NMPOH3IBOAUTEJIA MH H YIIOJITHOMOYEHHOI'O
MPEACTABHUTEJIA NPOU3IBOANUTEJISA B POCCHH

MPON3IBOAHUTED:
Merana#in Memukan [Mposakre, Huk., 11506 South State Street, Draper, Utah
84020, USA (CIIIA).

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

MANUFACTURER:
Megadyne Medical Products, Inc., 11506 South State Street, Draper,
Utah 84020, USA.

YIIOJIHOMOYEHHOH MPEACTABUTEJL INPOM3BOIAMTEJIA B | AUTHORIZED REPRESENTATIVE OF THE
POCCHN: ¢ MANUFACTURER IN RUSSIA:

000 «JIxoncon & JIxoucon», 121614, r. Mockea, yn. Kpounarckast, 4. 17, | Johnson & Johnson LLC,

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

Ten. +7(495)580-7777, ®akc: +7 (495) 580-7878 Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878

DL-INJRUMedical QA@ITS.JNJ.com, DL-INJRUMedical QA@ITS .JNJ.com,
DL-INJRU-Medical-Regulatory@ITS.JNJ.com DL-INJRU-Medical-Regulatory@ITS.JNJ.com
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<Jlorotun: «Meragaiin» | Ocxoeano ¢ 1985 200y «Meramaiin Meamxan lMponakre, Hax.»,
(Megadyne)> 11506 Cayr Creitr Crpur,
Hpeiinep, I07a 84020, CLUA

Tipogeccuonan B chepe nMeXTpoxupyprudeckoro obopyaosanma®

<Kpyrnas negars: HOTAPHYC,; «YTBEPXIAIO»
LUTAT OrAHO> «Meranaitn Meaukan l'lponam, Hux.», CLIA
<NMOZNHCAHO> {(aomKHOCTD)

<Haonuce om pyxu: 19 wionn 2021 200a> Bpaiian PyGn
<Ilitamn: BPAHAH rO/IBUH; (ms)
Horapuyc, wrar Oraiio, < MOANHCAHO >

Cpok neiicTBHA Moeli THUEHIHK HCTEKACT (noanuce)
17 nexabpa 2023 rona> «l6» nona 2021 r.

«aeHb» Mecal (uudpaMn)

M.IL

HHCTPYKIHA IO NPUMEHEHHIO
MEAUIIUHCKOTrO H3AEJIHA

Teneparop exTpoxupyprudeckuii Megadyne ¢ MpHHALIEKHOCTAMH
MNpunagnexnocts: TpyOka cBeTOOTpaXKaomas Megadyne

NPOU3BOACTBA KOMMAHHH
Meranaits Meaukan ITpogakrc, Huk.
(Megadyne Medical Products, Inc.),
11506 Cayt Creiit Ctpur, Hpeiinep, IOra 84020, CILIA

2021 .
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JBaguaTtb CebMOro aBrycTta ABe TbicA4YM ABaALAaTb NEPBOro roja

A Mowunceesa Jinnua BnagumupoBHa, HoTapuyc ropoja MOCKBbl, CBUAETENbCTBYIO
NOANMHHOCTbL NOANUCK NepeBOAYUKa AlinoaH faBupga NeoprueBnya.

Moanuchb cienaHa B MOEM MPUCYTCTBUMN.
IMUYHOCTbL NOANMCABLI €r0 AOKYMEHT YyCTaHOB/IEHA.

3apern~d~~Bapo Tpe: Ne 50/995-H/77-2021- J & -JJdV

yn TapuanbHoOro gei”™ ”Mist: 400 py6. 00 kon.

1.B.MouceeBa

Bcero NnpoWw HypoBaHo, NpoHyMepoBaHo u ckpenneHo nedaTbio 10 nuct(-a,-0B).

J1.B.MounceeBa
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