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UATR 116 CERT

CEPTUOIKAT BIAMOBIAHOCT!

Hopagox uposexenus upouenypst sabesneyennst GpymcuioNyBaHHsS KOMIVIEKCHOT CHETOMY
yupasaimnu  sicicrio  (Jloparox 3 Texuiumoro PCIIAMCHTY OO0 MEMMUHEX  BHPOGIE,
JaTBCpIOKCeHOrO nocranosoro Kabieery Minictpis Yipaium sig 02.10.2013 Ne 753 (TP) wnsixom
BUSHANIAL PE3YRoMAmis oyinku 6i0roeionocmi)

Bupo6uuk: Covidien lle
H0pammana 15 Hampshire Street Mansfield, Massachusetts 02048, USA O
aapeca:
Bupobnmui Hepenix  supobuuvux  nnowadox  nasedeno na R, 2 ywozo
TJXONANICH S cepmu(j)im‘xma (:;»%
Ynosnosaxennii  TOB «Mexrpouix Yxpaina» o
NPEICTABHIK: 03038, Byn. Muxonu I'pinuenxa, 4, m. I{m'%;{},? KpaiHa
O
Bupobu: Eanexrpoxipypriusi reneparopn Tygﬁ?‘ny’mi CTepRABLHI i HecrepmiabHi
‘ akcecyapu; Crepunbni xipyprimg;ga RCecyapH cucTeMu epakyanii numy;

Crepunbni  1a 1-1ecrepn.rmu§§>a eJIeKTpoxipypriumi  akcecyapu  piasm
repvermsanii  cymun; Denéparopn aus pagiowacrornol aGmsigii Ta
. . 2 2. E " & h E .
cymyrai - crepuabmi 1%i;;§‘fzec'xepunmu aKcecyapu; 'l."efiepampu st
MIKPOXBHIILOBOT A0yl Ta cymyrnmi crepuabmi | wmecrepmabui
akcecyapm; %m};@}i@i‘xyxoai Xipypriusi cHeremu ra cynyTHi erepuibui i

uem'epmxl)x-llgzﬁgécyapn

Hpuwsnavenuit opranm 3 ()_l{iH!Qfl,; Einosinaocri TosapueTeo 3 o6meskenow eixmoBinasbHicTIO
«Yxpaiacexnii  naykowii Agﬁg;ﬁtwr ceprugiranidy (inewrudikaniiiunit nomep Ne UA,TR.1 16)
HIATBEPIPKYE, 1O BKA3AHM] éhpo(irm; BOPOBA/MB CHCTEMY YIIPaBIinms AKICTIO Ha eTanax pospobieuns,
BHPOGHHMI{TEA Ta OCTATGUROT HCPCRIPE CTOCOBHO 3a3HATECHIX BUpOGiB ¥y BigmosigHOCTI 10 NyHKTIB 3-7
Jonarka 3 TP Ta A ¢ 00’€KTOM IEIONMHHIX HATTSIOBUX AYAUTIB 3riHO nyuxris 12-15 Jloparxa 3
TP, L{J;ﬂ\_peaﬂiggff%’ npoxykuii HI wmey pusuky jgojarkoso Mae 6yt Hassuuii ceprudixar nepesipku
IIpOEKTa 3a%@-‘m< amut 8-11 Joparka 3 TP,
Ve : ,
A@@ , o / ‘Imwmm;i AV BEAAYi:
WL 3 AKT excrieptusy gokymernranii Ne PR.338/RC1/3-20 sin 13.04.2020;
& - Pimenns mpo supauy ceprudicara Ne PR.338/RC1/4-20 ix 15.04.2020.
“epragirkar Ne PR.338-17.
Hiticruit 10 «26» Tpass 2024 p. .
Bupanss No 4 pin «15» kaitus 2029 p.
Buepie Bunano 08.09.2017.
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Bupobuuui nuromageu:

- Bovie Medical Corporation

5115 Ulmerton Road Clearwater Florida 33760, USA

- Buffalo Filter, LLC,
5900 Genesee Street Lancaster New York 14086, USA

- Cadex Electronics, Inc. |

22000 Fraserwood Way, Richmond, British Columbia, V6W 1J6, Canada

- Covidien llc &

Boulevard Insurgentes 19030 Libramiento, Tijuana, B.C. 22225, Mexico Q\‘e‘

- Covidien llc &gg’

5920 Longbow Drive Boulder Colorado 80301, USA QQQ

- Covidien llc

161 Cheshire Lane Suite 100 Plymouth Minnesota 55441-5433, lé»}}@

- Covidien llc, GI Solutions Q\O(\

540 Oakmead Parkway, Sunnyvale, CA 94085, USA \16

- Covidien Medical Products (Shanghai) Manufacmg{fg?LLC

Building #10 789 Puxing Road Shanghai 2011 14,@1:1:1

- Emblation Ltd. &

3 Forrester Lodge, Inglewood, All]oa, F KIQ\ZSU, Skotland

- Greatbatch Medical S. de R.L. de C V(:?‘

Calle 5 Norte No. 511 Ciudad Ind.)%@a Tijuana BC CP, 22444, Mexico

- Kirwan Surgical Products LLC

180 Enterprise Drive Marshfipld Massachusetts 02050, USA

- Lake Region Medica \3\,&

Venusa de Mexico Sﬂ% le C.V.

1525-6 Hertz Street; Cuidad Juarez, Chihuahua 32470, Mexico

- Modern 'I\%@;g'cal Equipment Manufacturing Ltd

Flat A, lﬁi& Mai Wah Ind. Bldg‘l 1-7 Wah Sing Street, Kwai Chung, New Territories,

Hong-Kog

-l Deantronics Taiwan Ltd.

F, No. 51, Sec. 4, ChongYang Rd. Tu Cheng Dist. New Taipei City 23675, Taiwan
- NextPhase Medical Devices, LLC
88 Airport Drive, Rochester, New Hampshire, 03867, USA

- Vanguard AG, //
Landsberger Str.266, Berlin, 12623, Germany
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ICTOPISI CEPTUDIKATA

Ne s/m _
Hara Onuc
BHAAKHS

1 08 Bepecnst 2017 p. | Briepme sumano.

Posumpeno chepy ceprudixary, a came momano no3urif
Nel9-34 B Tabnrgo “Jlanapockoniuni naxineupfion ta
20 yoanms 2018 p. | esexrpoan” Ta gonana Tabmans “Incrpymersiy” nys

a

TIryBaHHS Ta BIANUICHHS TKAHUE TO3M uNel-12 o
KOHKPETH30BaHO chepu cepm(bixa’r%%
3mineno YnosroBaxeHOro npenctasauka 3 TOB “Kparis

Menrexunika” na TOB “Memg@ﬂix Yxpaina”.

Posmmpeno chepy cepm@&h’ry Ha:

Ieneparopu s pan%‘?.%mmo‘i a6l Ta cynyTai
CTEePUIbHI i HecTe i akcecyapwu; I'eneparopu mwis
MIKpOXBIIBOBO GGMsAii Ta cymyTHi crepubHi i

' Hec*repmmni@x cyapy; Ilporpamue saGesneuenns s
TUTAHYBAHHA TIPOTEIYD; VYisTpassyxori Xipypriusi cucremu
T4 cyn%;ﬁzi? CTepWiIBHI i HecTepmIbHi akcecyapy.

ig@; HO KOHKPETH30Bany chepy.

23 xosTHs 2019 p.

U4
01 motroro 2020 K\B %T HMYACOBO NPU3YIIHHEHO.

«&% | 1.TMonosnero nito ceprudixary.

) @Q‘s\ 2.IMosropHo ceprudikorano.
@\A‘* 3. Posmmpeno chepy aii ceprudixary na:
QN “Crepunbhi Xipypriuni akcecyapu cucremu eBaKyanii
}m%i‘% pamy”; “CrepuibHi Ta HecTepuiIbHi eNeKTpoxipypriumi

aKcecyapu 1t repMerusaiii cyqun”,

4. Cxopoueno chepy nii ceprudixary, a came Buaneno
“IIporpamue 3a6e3neyenns mis nianyBaHHs npouenyp”.
15 xsiTas 2020 p. | 5.Bunaneno BUPOOHMYI TUIOIAMKY, 4 came:

Accellent Inc; BOWA-electronic GmbH & Co., KG;
Cole-Parmer Instrument Company; CEA Medical

Manufacturing; Contract Medical Manufacturing, LLC;
Covidien LLC; DeRoyal Industries, Inc; Design Standards
Corporation; Emblation Microwave; HEI, Inc;

dern. M

edical Equipment

y
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GmbH; United States Surgical (USS) A Div of Tyco
Healthcare Group LP; Vanguard AG.

6. Jlomano Bupo6uuui miomaixy, a came:

Cadex Electronics, Inc.; Covidien le; Covidien lle, GI
Solutions; Emblation Ltd.; Modern Medical Equipmen;
Manufacturing Ltd; NextPhase Medical Devices, LLC;
Vanguard AG.

Ceprudixar Ne PR.338-17 &
Hiticrnit no «26» rpasus 2024 p,
Bunanns No 4 sin «15» keiras 2020 p.
Brepure Buzano 08.09.2017.

""""

Ak BignosigHocTi
P.O. Muxajxo
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Medtronic

«Medtronic Ukraine» LLC
4 Mykoly Grinchenka Str

BC «HORIZON PARK»

Ukraine, 03038, Kyiv

Tel +38 0443920401
www.medtronic.com BAexnapauia npo signosignicTe N2 EBD001/Declaration of Conformity # EBD001
' MeauuHi BUpo6u: EnexTtpoxipypriuni redepatopu Ta cynyTHi cTepunbHi i Hecrepunbhi akcecyapy; CrepunsHi XipypriyHi.
Medical devices: aKcecyapy cucTeMu 2BaKyauii AuMy; CTepunbHi Ta HecTepuabHI eneKTpoxipypriuni akcecyapu ais.
repMmeTunsayii cyanH; FeHevaTopu ANns pagioyacToTHoI a6aALii Ta cynyTHI cTepunbHi i HecTepubHI axcgcyapu;
FeHepaTopy AnA MiKpoXBUAbLOBOT a6ALII Ta cynyTHI cTepuabHi i HecTepunbHi aKcecyapu; ynbtpaﬁa yKoBI
XipypriuHi cucTemMu Ta CynyTHI CTepuAbHI i HecTepubHi akcecyapy.
Electrosurgical generators and associated sterile and non-sterile accessories; Sterile surgical smoke evapbétfbn accessories;
Electrosurgical vessel sealing systems and associated sterile and non-sterile accessories; RF ablation géretators and associated
sterile and non-sterle accessories; Microwave ablation generators and associated sterile and non-stérle'dccessories; Sterile and
non-sterile electromagnetic navigation accessories; Ultrasonic surgical systems and associated‘steri(e and non-sterle accessories.

§

”éPeﬂiK BUpOGiB: Aue. AonaTok 1 fo Uiei Aeknapauii -,
List of products: See Annex 1 to the Declaration &
Bupo6HuK: Kosinien JUIK [Covidien dc.] 15 Mamniwip CTpit, MaHcding, MA 02048, CLUA [15 Hampshire Street, Mansfield,
Manufacturer: MA 02048, USA] RV
Bupo6Huui ginsHuui: [vs. AoaaTok 2 Ao uiej Ae, napaii
Manufacturing site: See Annex 2 to the Declaratlon

LLC "Medtronic Ukraine"
03038, Ukraine, Kyiv, 4, M. Grinchenka St.

TOB «MenTpoHik YkpaiHa» 4
03038, YkpaiHa, Kuis, Byn. Mukoau MpiHueHKa, 4

YnoBHOBaXXeHUI NpeACcTaBHUK: Ten.: +38(044) 392 04 01 My, Tel.: +38(044) 392 04 01
Authorized representative: EnexTpoHHa nowuTa: info.kiev@medtronig.cdm E-mail: info.kiev@medtronic.com
€0PNOY: 41108579  « ) USREOU Code: 41108579

v!
lla, llb 3riaHo AoAaTky 2, T2xHiuHoro péf'nar‘#eHTy o0 MeIYHUX BUpO6IB, 3aTBepAXKeHoro MocTaHosoo KMY
N2753 Bia 2 >koBTHA 2013 poky

lla, 116 according to Annex z of technical regulation on medical devices, approved by Decree of Cabinet of Ministers
" of Ukraine N2753 on October 2nd, 2013

Knacudikauis:
Classification:

Mpoueaypa ouiHkK JAonaTok 3, TeXHNHoro pernaMeHTy oo MeauuHuX Bupo6is, 3aTteepaxeHoro MoctaHosoro KMY N2753 ig 2
BiAnoBigHOCTI: »OBTHS 2013 poky.
Conformity Assessment Route: Annex 3, of' techn/cal regulatlon onmedical devices, approved by Decree of Cabinet of Ministers of Ukraine N2753
on October 2nd, 2013.

CepTtudikar(-u): LAY ; CepTudikat BianosiaHocTi N2 PR.338-17, ailicHuit Ao 26.05.2024
Certificate(-s): ) Certificate of Conformity # PR.338-17, valid till 26.05.2024
MpusHaueHuii opran 3 oliHk . 'ToBaPMCTBo 3 o6MexeHol0 BignosifanbHicTio «YKpaiHcekuit Haykosuit InetutyT
BiANoBiaHOCTI Ta lioro N Ceprudikauiin
ineHTUdiKauiliHui Kog: Y Limited Liabilit.» Company " Ukrainian Scientific Institute of Certification" %y
Appointed conformity assessment
body with its ID; 5 UA.TR.116
TepMiH gii aeknapauii: Aivicka o 26.05.2024
Validity term ofthe Declaration: Valid till 26.05.2024

[Oexnapauig’cknaseHa TOB «MeaTpoHik Ykpaina» Big iMeHi Ta nig MoBHY BignosidanbHicTb BUpo6HUKa Kosigien JIJIK., aeknapye BuKoHaHHA
OCHOBHUX BUMOT 10 BUPOGIB 3a3HaueHuWX BuULLe, 3rigHo JoaaTky 1 TexHiuHOro pernamMeHTy LWoAo MeAuyHUX BUPO6iB, 3aTBepAxeHoro MoctaHorow
I-<a6|HeTy MiicTpis YkpaiHu N2753 Bia 2 sxoBTHA 2013 poKy. TexHiuHa foKyMeHTalia 3 NiaTBepAeHHS BianosiaHocTi 36epiraeTbcs y BUpo6HUKa Ta
14610 YOBHOBAMEHOr O NpeACTaBHUKa.

Declaratlon issued by "Medtronic Ukraine LLC", on behalf and under sole responsibility of Covidien llc, declares that abovementioned devices comply with the
requirements set forth in Annex 1 of technical regulation on medical devizes, approved by Decree of Cabinet of Ministers of Ukraine N°753 on October 2nd, 2013. Technical

documentation proving conformity is kept at manufacturer’s and authorized representative's premises.
BocuSigned by:

(%UML é‘ou}m&a One+aNoHTapeHko, lNeHepanbHuii [upekTop TOB «MeaTpoHik YkpaiHa»
EO3FG077C040401 Olena Gontarenko, General Director of Medtronic Ukraine, LLC
MNianuc ynosHosaxeHoi ocobu Hassa nocaau, MI6 / Position, Full Name: \-""“‘“m
Signature of the Authorized person: /Eﬁ \1‘ e
7 )
Hata nianucanna: 08/30/2022 CtopiHka 1310 /7 W Bepcia 9
5 Version 9

Date of signature: 08/30/2022 Page 1from 10




M dt : Aeknapauis npo BioanoeiaHicTe N°.EBD001 Hopatok 1
e ronlc Ceclaration of conformity #EBD001 Annex 1
e
KaTtanoxHui . . @ - .
- Hassa MeauuHoro BUpo6y Ha  HrilicbKili MoBi Hasea Meau4Horo BUpo6y Ha yKpaiHcbKili MoBi | Knac
N2 HOMep ; ) . ; A o
Name of medical device on English language Name of medical device on Ukrainian language Class
Catalogue number ”
1 E2520H Valleylab™ Argon Handset AproHoBa pyuHa rapHiTypa Baneiina6 lIb
2 E1450-4 Edge™ Blade Electrode 4" (10.16 cm) EnextpoaHikEare 4" (10.16 cm (cm)) lIb
3  |E1450-6 Edge™ Blade Electrode 6.5" (16.5 1 cm) EnektpoaHixEar'e 6.5" (16.51 cm (cm)) 1)
4 |E1450G Edge™ Blade Electrode 3" (7.62 cm) Enexktpog Hixk Eare 3" (7.62 cm (cm)) lib
5 E1450X Edge™ Hex-locking Blade Electrode 2.5" (6.35cm)  [EnekTpoa Hik Eare 3 LUecTUrpaHHUM dikcaTopom
: 2.5"(6.35 cM (cm))
E1452 Edge™ Needle Electrode 2.8" (7.2 cm) Fonuatuitenektpon Eare 2.8" (7.2 cM(cm)) R’ p
E1452-6 Edge™ Needle Electrode 6.5" (16.51 cm) Fonuatuii enextpop Eare 6.5" (16,51 cm(cm)) . b
8 |[E1455 Edge™ Insulated Blade Electrode 2.75" (7.0 cm) IsonboBaHWit enekTpoa-Hisk Eare 2.75" (7. Oc =" |lib
(cm))
9 E1455-4 Edge™ Insulated Blade Electrode 4" (10.16 cm) I3onboBaHuit enekTpoa-Hik Eare 4%(10:46 cM (cm)) [IIb
10 |E1455-6 Edge™ Insulated Blade Electrode 5.5" (16.51 cm) I30nboBaHUIT enekTpoa-HiX Eure 6.5" (16 51cM 1[5}
(cm)) Y
11 |E1455B Edge™ Insulated Blade Electrode Safety Sleeve™ I3onboBaHuit enekTpoa- Hl)K E,qr'e i3 3aXUCHUM IIb
2.75" (7.0 cm) pyKaBom 2.75" (7.0 cM (cha))
12 |E1455B-4 Edge™ Insulated Blade Electrode Safety Sleeve™ I3onboBaHUi ronuawm £enektpoa Eare 3 IIb
4"(10.16 cm) 3000400 rmbagto Cadm Cniig 4" (10.16 cm (cm))
13 |E1465 Edge™ Insulated Needle Electrode 2.8" (7.2 cm) Isonboaanﬁ k“dﬁqamﬁ enektpon Eare 2.8" (7.2 cm [lib
14 |E1465-4 Edge™ Insulated Needle Electrode 4" (10.16 cm) IIb
15 |E1465-6 Edge™ Insulated Needle Electrode 6.5" (16.51 cm) 3 'nboaaHMM ronvatuii enektpon Eare 6.5" (16.51 |llb
16 |E1465B Edge™ Insulated Needle Electrode Safety Sleeve I3onboBaHuit ronuaTuit enextpoa Eare 3 lIb
2.8"(7.2cm) isontoroyoto rinbzoto Cadri Chiis 2.8" (7.2 cM (cm))
17 |E1465B-4 Edge™ Insulated Needle Electrode Safeg I3onbosaHuit ronyaTuii enektpon Eare s llb
4"(10.16cm) 9 isontoroyoto rinbsoro Cadri Chiis 4" (10.16 cM (cm))
18 |E1475X Edge™ Hex-locking Blade Electrdd 2 _75" (7.0cm)  |EnekTpog Hix EAre 3 LuecTurpaHHum dikcatopom  |1Ib
| g (2.75" 7.0 cM (cm))
19 |E1650 Valleylab™ Straight Micro- Néeqle Electrode 2 cm Mpamuit MikporonuaTuit enexktpoa Baneina62cm  [lb
) {cm)
20 |E1651 Valleylab™ Straight Mjcros Needle Electrode 3 cm Mpsamuit Mikporonyatuii enexktpod Baneina6 Ilb
Banena6 3 cm (3 cm)
21 |E1652 Valleylab™ Angle' cro-Needle Electrode 45°, 3 BurnyTuit MikporonyaTtui enektpoa Baneiina6 45 °, |lib
mm from tip 3 im) 3 MM (mm) Bia KiHusa 3 cM (cm)
22 |E1653 ValleylabT:f.\AngFed’Micro-Needle Electrode 45°, 1 cm |BurnyTuit Mikporonuatuit enektpos Baneitna6 45°, [llb
from tip.3 cm' 1cM(cm) Big KiHua 3 cM (cm)
23 |E1654B Valleylab™ Insulated Micro- Needl= Electrode 9 cm  |130/1b08aHUit MikporouaTmii eniektpoa Baneina6 9|llb
N cM (cm)
24 |E1000 Valleylab™ Ball Electrode Reusable 3.2 mm Kynbkoeuit enektpop Baneitna6 6aratopasosuii  |lib
d 3.2 MM (mm)
Valleylab™ Ball Electrode Reusable 5.6 mm Kynbkoeuit enektpon Baneiina6 6aratopasoeuit  |llb
5,6 MM (mm)
Valleylab™ Fine Needle Electrode Reusable 2.6" (6.6 | ToHkuii ronuaTuii enektpopn Baneina6 lIb
cm) 6araTopasoeuii 2.6" (6.6 cm (cm))
Valleylab™ Tungsten Loop Electrcde Reusable 9.5  [BonbdpaMosuit enextpoa netns Baneitnab IIb
mm 6araTopasoBmit 9,5 MM (mm)
Valleylab™ Hex- locking Blade Electrode Reusable  |EnexTpog Hixk Baneiina6 s LeCTUrpaHHUM IIb
, 2.75"(7.0cm) dikcaTopoM 6aratopasosuit 2.75" (7.0 cM (cm))
29 |E1502 Valleylab™ Straight Extension 13 am MpaMuii nogosxysay Banennab 13 cm (cm) lib
30 |E1504 Valleylab™ Straight Extension 34.7 cm Mpsamuit nogosxkysad Baneina6b 34,3 cM(cm) b
31 |[E1510 Valleylab™ Arthroscopic Hook Electrode 90° ApTpocKoniYHWUi enekTpos radok Baneiina6 90° IIb
32 |E1511 Valleylab™ Arthroscopic Hook Electrode 45° ApTpocKoniyHuil eneKTpo ravok Banelina6 45° lib
33 |E1512 Valleylab™ Insulated ArthroscopicBlade Electrode | ApTpockoniunuii i3onbosaHuit eneKng,g_Hm( b
Baneiina6 i HA X
34 |E1513 Valleylab™ Arthroscopic Blade Electrode

ApTpocKoniuHuii GHEKTPOA}%QWBG

HAaTa nignucannHa: 08/30/2022
Date of signature: 08/30/2022

CropiHka 2310
Page 2 from 10
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Medtroni.c Aeknapauia npo siognosiaHicts N.EBD001 HDopaTtok 1
Declaration of conformity #EBD001 Annex 1
35 |E1550 Valleylab™ Ball Electrode 5§ mm KynbkoBuit enektpod Banenna6 5 mm (mm) lib
36 |E1551-6 Valleylab™ Blade Electrode 6.5" (16.51 cm) Enektpogp Hix Baneiina6 6.5" (16.51 cM(cm)) llb
37 |E1551X Valleylab™ Hex- locking Blade Electrode 2.4" (6.2 Enextpog Hix Banelinab 3 wecturpaHHum lib
cm) ¢ikcaTopom 2.4" (6.2 cM (cm))
38 |E1552 Valleylab™ Needle Electrode 2.8" (7.2 cm) Fonuatuit enektpoa Baneitna6 2.8" (7.2 cm(em))  |lIb
39 |E1552-6 Valleylab™ Needle Electrode 6.5" (16.51 cm) Fonuatuit enektpon Baneina6 6.5" (16.51 cM (cm)) [lib
40 |E1559 Valleylab™ Tungsten Loop Electrode 10 mm x 10 Bonbdpamosuii enektpoa netns Baneitna6 10 M
mm (mm) x 10 MM (mm)
41 |E1560 Valleylab™ Tungsten Loop Electrode 15 mmx 12 Bonbdppamosuit enektpoa netns Banena6 15 Mm
mm (mm) x 12 MM (mm) %
42 |E1561 Valleylab™ Tungsten Loop Electrode 20 mm x 12 Bonbdpamosuit enektpod netns Baneina6b 20 MM, b
mm (mm) x 12 MM (mm)
43  |E1562 Valleylab™ Tungsten Loop Electrode 20mmx 15 Bonbdpamosuit enektpoa netns Banewnaﬁ 20%M  |llb
mm (mm) x 15 MM (mm) )
44 |E1563 Valleylab™ Ball Electrode 3 mm Kynbrosuit enektpoa Baneiina6 3 My-{mm) lb
45 |E1564 Valleylab™ Ball Electrode 5 mm KynbkoBuii enexkTpos BaneﬁnaG 5 Ll mm) lIb
46 |E1565 Valleylab™ Tungsten Square Loop Electrode 5 mm x [BonbdpaMosuit enektpos, KBg paTHa netnsa 115]
5mm Baneitna6 5 MM (mm) x 5 mm (o)
47 |E1567 Valleylab™ Tungsten Square Loop Electrode 10 mm |Bonbdpamosuit eneKTpo,q KBaD.paTHa nertnsa IIb
X8 mm Baneltna6 10 MM (mm) %8 %M (mm)
48 |VLFT10GEN Valleylab™ FT10 FT Series Energy Platform EHepreTuyHa nna;cbopma Baneitna6 cepii lIb
Baneina6 FT1QRT *
49 |VLLS10GEN Valleylab™ LS10, LS Single Channel Vessel Sealing  |OaHokaHank#uii'e nekTponirytounii reHepaTtop llb
Generator Banewnaﬂ,Slf) LS ansa repmeTusauii cyamH
50 |VLFX8GEN Valleylab™ FX8 FX Series Energy Platform EHepré’ YHa nnatdopma Baneiinab cepii FX8 FX  |Ilb
51 |E2100 Valleylab™ Rocker Switch Pencil Reusable ) oxipypriuHa pyuka Banelina6 Tpumay 1[o)
) eﬂeKTpo,qa 3 K/1aBiLUHUM NepeMuKadem
., '6araTopaaoBa
52 |E2100E Valleylab™ Rocker Switch Pencil ERBE™, Reus ble EnexTpoxipypriuHa pyuka Baneitna6 Tpumau b
NN e/leKTpoAa 3 TyMbnepoM, EPBE, 6araTtopasosa
53 |E2515 Valleylab™ Rocker Switch Pencil EnexTpoxipypriuHa pyuka Baneiina6 3 rym6nepom |llb
54 " |E2516 Valleylab™ Button Switch Pencil | EnekTpoxipypriuHa pyuka Baneiina6 3 konounum |llb
o ‘%x\ rnepeMuKayeM
55 |E2350H Edge™ Rocker Switch Pencxl Blade ‘Electrode, EnekTtpoxipypriyHa pyuka Eare 3 knasiwHmum lIib
Holster nepeMuKayeMeneKkTpoa-Hix, ytnsp
56 [E2350H-NSB Edge™ Rocker SW|tch Pencxl Blade Electrode, EnekTpoxipypriyHa pyuka Eare 3 knagiluHuM IIb
Holster { nepeMukadeMeneKTpoa Hix, GyTnsp
57 |E2350H-DB-NSB [Edge™ Rocker Sw. ,Pencn Blade Electrode, EnextpoxipypriuHa pyuka Eare 3 knasiwHum 115]
Holster nepeMukadeMeneKkTpos Hix, ytasp
58 |E2450H Edge™ Button Aw«tch Pencil Blade Electrode, EnexTpoxipypriuHa pyuka E4re 3 KHONOYHUM lIb
Holster %, nepeMuKaueM esIeKTpoa Hix, yTasp
59 |E2450H-DB-NSB EdgeTM BUtton Switch Pencil Blade [Electrode, EnekTtpoxipypriuHa pyuka Eare 3 KHONo4HuM IIb
Holstér nepeMrUKayeM eneKkTpoa Hix, pyTaap
60 |E2515H Valleylab™ Rocker Switch Pencil, Holster EnekTpoxipypriuHa pyyka Baneina6 3 knasiwHum  |lib
% nepeMviKayeMeneKkTpos Hix, pyTnsp
61 [E2515H-DA-NSB|Valleylab™ Rocker Switch Pencil Needle Electrode, |EnekTpoxipypriuHa pyuxa Baneiina6 3 knasiwHum  |llb
¢ Holster nepeMuKayeMronyaTuil enektpod, byrnap
62 Valleylab™ Rocker Switch Pencil, Holster EnekTpoxipypriyHa pyuka Baneinab s knasiwnum  |llb
nepeMuKkadeMeneKkTpoa Hix, byTnap
63 Valleylab™ Rocker Switch Pencil EnekTtpoxipypriuHa pyuka Baneiina6 s knasiwHum  |llb
» nepeMuKayeMesieKTpoa Hix
%JE2515H-GNSB  [Valleylab™ Rocker Switch Pencil, Holster EnekTpoxipypriuHa pyuka Baneitna6 s knasiwHum  |llb
nepeMUKayeMeIeKTpo Hix
E2516-NSB Valleylab™ Button Switch Pencil EnektpoxipypriuHa pyuka Baneitnab s kHornourHum [lib
nepeMUKayeM eNeKTPoA HixK
66 |E2516H Valleylab™ Button Switch Pencil, Holster EnektpoxipypriuHa pyuka Baneitna6 s kHornounum [lib
nepemMuKayeM eneKTpoa Hix, dyTasp
67 |FT3000 Force TriVerse™ Electrosurgical Device Holster 10" |Enextpoxipypriuna pyuxa ®opce TpiBepce, Ilb
(3m) dyTnap 10' (3 M (m)) —
68 |FT3000DB Force TriVerse™ Electrosurgical Device Holster 15' |EnexkTpoxipypriuHa pyuka dJ?,p:e’fﬁBémce, = |lib

(4.6 m)

$yTnapl5' (4,6 m(m)) f ] /’—f “““ N _ \\
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M dt ® HAeknapauis npo BioanoeiaHicTs NeEBD001 AopaTtok 1
e ronlc Declaration of conformity #EBD001 Annex 1
69 |VL2610 Reliant™ Button Switch Pencil, Holster, 10" (3 m) EnexTpoxipypriuHa pyuka PeniaHT 3 KHONOYHUM IIb
nepeMuvikadem, dytaap 10' (3 m(m))
70 |VL2610DB Reliant™ Button Switch Pencil, Holster, 15' (4.6 m) EnekTtpoxipypriuHa pyuka PesliaHT 3 KHOMOYHUM Iib
nepemukaveM, bytasp 15' (4,6 M (m))
71 |VL2610E Reliant™ Button Switch Pencil, Holster 15' (4.6 m)  [Enextpoxipypriuna pyuKa PeniaHT 3 KHonouHum b
nepemuikavem, pytasap 15' (4,6 m(m))
72 |VL2610NSB Reliant™ Button Switch Pencil, Holster 10' (3 m) EnexTpoxipypriuHa pyyka PeniaHT 3 KHOMOYHUM IIb
nepemukaveM, ytaap 10' (3 M (m))
73 |VL2615 Reliant™ Button Switch Pencil, Coated Blade, EnekTpoxipypriuHa py4ka PeniaHT 3 KHOMOYHUM IIb
Holster 10' (3 m) nepemukadem, dytaap 10' (3 M (m))
74 |VL2615DB Reliant™ Button Switch Pencil, Coated Blade, EnekTpoxipypriuHa pyuka PeniaHT 3 KHOMOYHUM
Holster, 15' (4.6 m) nepemukauem, bytasap 15' (4,6 m (m)) A
75 [vL2615E Reliant™ Button Switch Pencil, Coated Blade, EnekTpoxipypriuHa pyuxa PesliaHT 3 KHOMOUHUM . 11t
Holster 15' (4.6 m) nepeMuKkayem, dyTasap 15' (4,6 m (m))
76 . |VL2615NSB Reliant™ Button Switch Pencil, Coated Blade, EnektpoxipypriuHa pyuka PeniaHT 3 KHOI'IOHHMM IIb
’ Holster 10' (3 m) nepeMukayeM, ytasp 10' (3 m (m)) s
77 |SEP5000 Valleylab™ Smoke Evacuation Rocker Switch Pencil, EnekTtpoxipypriuHa pyuka Baneiina6 TpliMay b
Edge™ Blade Electrode, 10’ eNleKTpo/a 3 KJ1aBillHUM nepeMMKal{thnn
eBaKyauii AuMyY, eNeKTpos Hix E,q(‘e‘” 10’
78 |SEP5015 Valleylab™ Smoke Evacuation Rocker Switch Pencil, EnexTpoxipypriuHa pyuka Ba\ 2/inab Tpumay IIb
Edge™ Blade Electrode, 15’ €/1EKTPOAA 3 KHOMOUHMM, nepeMMKaueM ans
eBaKyallix UMy, eneKTpo,a Hixk Eare, 15"
79 |SEP6000 Valleylab™ Telescoping Smoke Evacuation Rocker |Teneckoniyna ene‘xTP@XIpyprluHa pydka Baneitna6 |lib
Switch Pencil, Edge™ Blade Electrode, 10’ TPUMay eNeKTPoAa:3 KNaBiLHUM nepeMukadem ans
eBaKyauii qumyetekTpoa Hix Eare, 10°
80 [SEP6015 Valleylab™ Telescoping Smoke Evacuation Rocker TEHECKOHIHHE eflekTpoxipypriuHa pyuka Baneiina6 [llb
Switch Pencil, Edge™ Blade Electrode, 15’ TpuM ;neproAa 3 KNaBilWHWM NepeMuKayeM ans
?EB&X&I}:‘I AuMy, enexktpoa Hix Egre, 15'
o 8
81 [E2505-10FR Valleylab™ Suction Coagulator 10 Fr/Ch (3.33 mm)“ [Acnipaviititini koary naTop Baneitna610 Fr/Ch (3.33 |llb
6"(15.24 cm) % MM (mm)), 6" (15.24 cm (cm))
82 |E2608-6 Valleylab™ Suction Coagulator 8 Fr/Ch (2 67,mm), 6" AcnipauiitHuii koarynstop Baneiina6 8 Fr/Ch Ilb
(15.24 cm) (2.67MM (mm)), 6" (15.24 cM (cm))
83 |E3305 Valleylab™ Suction Coagulator 12 l-r/Ch( :0mm), 6" | AcnipauiitHuit koarynatop Baneitna6 12 Fr/Ch (4.0 |lib
(15.24 cm) MM (mm)), 6" (15.24 cM (cm))
84 , |E3310 Valleylab™ Suction Coagulator 10! r/Ch(3.33mm), |Acnipauitirmit Koarynstop Banelina6 10 Fr/Ch Iib
6" (15.24 cm) DEN (3.33 MM (mm)), 6" (15.24 cM (cm))
85 |E4051-CT Valleylab™ Bayonet Forceps Scoville- Greenwood  [BaltoHeTHuiA niHueT Baneitna6 Ckosina-pineya IIb
19.7cm-1.5mm 19,7 cM(ecm) = 1,5 MM (mm)
86 |E4052-CT Valleylab™ Forceps,Cushing 15.2 cm - 0.7 mm MiHueT Banelina6 Kywunra 15,2 cM (cm)=0,7mM  |lIb
(mm)
87 |E4053-CT Valleylab™ Fgr(':‘ep‘s Cushing 17.8cm-1.5mm MiHueT Baneitna6 KywuHra 17,8 cm -1,5 MM lib
88 |E4054-CT Valleylab™Bayénet Forceps Cushing 19.1cm- 2.0 |BalioHeTHI ninLeT Baneiinag KywuHra19,1cm  |lIb
mm e (cm)=2,0 MM (mm)
89 |E4055-CT Valleylab™ Straight Tip Forceps Jewelers 10.2 cm - MikponiueT 3 NpAMUMU KiHUAMYK Banelinab lIb
0.4 Mmm’ HakiHeyHuK 10,2 cM (cm) = 0,4 MM (mm)
90 [E4057-CT Vs‘d&l\ﬂeylabTM Bayonet Forceps Gerald 19.1 cm - 0.7 BaitoHeTHUI niHueT Baneinab Oyxepanbaa 19,1 cm |lib
nim (cm)-0,7 MM (mm)
91 |E4058-CT *'|Valleylab™ Bayonet Forceps Cushing 19.1cm=-0.7 |BaltoHeTHWi niHUeT Baneitna6 KywinHra 19,1 cm IIb
\ mm (em)-0,7 MM (mm)
92 Valleylab™ Forceps with Stops Semkin 14.0 cm - 0.5 [MiHLeT Banetnab 3 06MeXXeHHAM CeMKin 14,0cm  |[lIb
mm (cm)-0,5 MM (mm)
93 Valleylab™ Curved Forceps Iris 8.9 cm - 0.5 mm BurHyTuit niHueT Baneitnaé Ipic 8,9 cM (cm) - 0,5MM |lIb
(mm)
|E4073-CT Valleylab™ Bayonet Forceps Angled Titanium 22.2  |BaitoHeTHui niHueT Banennab BUrHYTUN b
cm-1.0mm TUTaHoBMUIM 22,2 cM (cm) -1,0 MM (mm)
E2750 Valleylab™ Laparoscopic Handset Four- Function JlanapockoniyHa pyyka Baneiina6 lib
YOTUPbOXbYHKUIOHaIbHA
96 |E3770-36 Valleylab™ Laparoscopic Straight Spatula Electrode [Nlanapockoniunuii NpsAMUA eNeKTpoa WwnaTtenb lIb
36cm Baneitnab 36 cm (cm)
97 |E3771-36 Valleylab™ Laparoscopic Curved Spatula Electrode JlanapocKoniuHuit BUrHYTUl enexkTpos, wnarens Ilb
36cm Baneitna6 36 cM (cm) N
98 |E3772-36 Valleylab™ Laparoscopic Wire J-Hook Electrode 36 JlanapockoniuHuit ApoTanHuit J- n R B,
cm eneKTpoA rayok Baneiina6 36cyiem)” A0 N\
Hata nignucanHa: 08/30/2022 CropiHKka 4310
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Medtronic HAeknapauis npo sioanoeigHicts NCEBD001 HAopaTtok 1
Declaration of conformity #EBDQ01 Annex 1
99 |E3773-36 Valleylab™ Laparoscopic Wire L-Hook Electrode 36 |[/lanapockoniunuii ApoTaHuii L - noai6Huii ]5)
cm esniekTpon ravok Baneitna6 36 cm (cm)
100 |E3774-36 Valleylab™ Laparoscopic Flat L-Hook Electrode 36  |/lanapockoniunuii nnockuii L-nogi6Huii enektpog |lib
cm ravok Banelina6 36¢m (cm)
101 |E3771-45 Valleylab™ Laparoscopic Curved Spatula Electrode  |/lanapockoniunuii BurdyTuit enektpog, -wunatens  |llb
45cm Banennab 45 cm (cm)
102 |E3773-45 Valleylab™ Laparoscopic Wire L-Hook Electrode 45 |/lanapockoniyruit ApoTaHuii L-noai6HuiA IIb
cm efiekTpos radok Banennab 45¢cm (cm)
103 |E3774-45 Valleylab™ Laparoscopic Flat L-Hook Electrode 45 [ /lanapocKoniuHuil nnockuii L-noai6Huii enektpoa |lib
cm rayok Banelinab 45¢m (cm)
104 |E3770-36C CleanCoat™ Laparoscopic Straight Spatula JlanapocKoniyHuii NpUaAMUI enekTpoa WnaTenb
Electrode 36 cm KniHKoaT 3 nokputTam 36 cM (cm)
105 |E3771-36C CleanCoat™ Laparoscopic Curved Spatula Electrode | /lanapockoniunuil BUrHYTUi eneKTpoa LWnaTeny?
36cm KniHKoat 3 nokputTam 36 eM (em) &Y
106 |E3772-36C CleanCoat™ Laparoscopic Wire J-Hook Electrode  [/lanapockoniuruii ApoTaHui J-noai6HuM
36cm rayok KniHKoar 3 nokpuTTaM 36 cM (cm)-=
107 ' [E3773-36C CleanCoat™ Laparoscopic Wire L-Hook Electrode  [/lanapockoniunuii apoTsaHui L- g Iib
36cm enekTpos radok KniHKoar 3 nokpm‘mM 36 cM (cm)
N \,¢
108 |E3774-36C CleanCoat™ Laparoscopic Flat L-Hook Electrode 36 |lanapockoniuHuit nnocxqu -noAi6Hui enektpog |lib
cm ra4yok KniHKoat 3 nOKpMTTﬁM 36 cM(cm)
109 |E3771-45C CleanCoat™ Laparoscopic Curved Spatula Electrode ﬂanapocxoanvM‘B\mrHymm enektpogwnartens  |llb
45cm KniHKoaT 3 neKpuTTam 45 cM (cm)
110 |E3773-45C CleanCoat™ Laparoscopic Wire L-Hook Electrode ﬂanapocxoanlAM APOTAHUI L-noai6HUi lib
45cm eﬂel-(TpOA rauoK KniHKoaT 3 nokpuTTaM 45 cM (cm)
111 |E3774-45C CleanCoat™ Laparoscopic Flat L-Hook Electrode 45 }'lana‘ OCKoNiYHUIA Nnockuii L-noai6Huit enexktpog |lib
cm ok KninKoaT 3 NoKpuTTAM 45 cM (cm)
112 |E7507 Valleylab™ REM PolyHesive™ Adult Patient Ret Itn * |3B0pOTHIl enexkTpoa NauieHTa Banelinab 1[o}
Electrode 9' (2.7 m) MoniXecise ans nopocavx 3 cucmoro PEM 9' (2.7 m
(m))
113 |E7507-DB 3BOpOTHI eneKkTpoa NauieHTa Banenab lIb
MoniXecise ans nopocnux 3 cucmoro PEM 15'4.6 M
(m)
114 |E7509 BenposiaHuii 3BopoTHIit enekTpoa NalieHTa b
' Baneitna6 MoniXecise ans gopocaux 3 cucmoro
¢ PEM
115 |E7510-25 Valleylab™ REM PolyHesive™ Infant Patient Return |3BopoTHiit enekTpon nauieHTa Baneitnab lib
Electrode 9' (2.7 MoniXecise ans HeMoBAAT 3 cucMoo PEM 9' (2.7 M
(m))
116 |E7510-25DB ValleylabTM REM Polyheswe'rM Infant Patient Return  |3BopoTHiit enekTpoa nauieHTa Baneitna6 lib
Electrode 150 (4.6 m) Monixecise Ans HeMoBANAT 3 cucMoro PEM 15' (4.6 m
- (m))
117 |E7512 V@Iléxlébm REM PolyHesive™ Neonatal Patient 3BOpPOTHIl eNlekTpoa nauieHTa Banennab lIb
éturn Electrode 9' (2.7 m) MoniXecise ANs HOBOHapOAXKEHUX 3 CUCTEMOIO
- PEM9' (2.7 M (m))
Valleylab™ Smoke Attachment Hacanka avmoesakyatop Baneitna6 lla
Valleylab™ Smoke Attachment Hacanka anMoeBakyaTop Baneitna6 lla
LigaSure™ Curved Small Jaw Open Sealer/Driver IHcTpyMenT Jliralllyp ans enexktponirysaHHs i llb
noAiny TKaHWH 3 MaIMMU BUrHY TUMU 6paHLLIaMu AN
BIAKPUTUX BTPYYaHb
/ LigaSure Atlas™ Tissue Fusion Open Instrument IHcTpymMeHT Nliralllyp ATnac anda 3'egHaHHA lib
4N TKaHWUHU NPpU BIGKPUTUX XIPYPriYHUX onepavisx
22" |LS1037 LigaSure Atlas™ Tissue Fusion Laparoscopic IHcTpymMeHT Nliralllyp ATnac anda 3'egHaHHa b
Instrument TKaHWHW 15 1anapocKonivyHWxX onepadiit
123 |LF4318 LigaSure Impact™ Curved Large Jaw Open IHcTpyMeHT Jliralllyp IMnakT ana lib
§ Sealer/Divider eneKkTponiryeaHHs i po3aiNneHHA TKaHUH 44
TpaAuULiHUX onepaLliit 3 BeIMKUMU Beryme
6paHLLIaMu O
124 |LF1823 LigaSure™ Blunt Tip Open Sealer/Divider, Nano- IHcTpymeHT Nliralllyp ans en ?ﬁpw’yka'}-mq i \:\‘q IIb
coated PO3AINEHHA TKAHWH 3 Tynml?zq/giﬁyﬁ Ans awkpﬁ‘mx IN
onepaliii, 3 HaHOMOKPUTTS) ‘ i)
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125 |LF1837 LigaSure™ Blunt Tip Laparoscopic Sealer/Divider, IHcTpymenT Niralllyp ans eJIeKTpoNiryBaHHA i [115)
Nano-coated PO3AINEHHA TKAHUH 3 TYAUM KiHUeM ans
J1anapocKonivHWX onepaLlii, 3 HAHOMOKPUTTAM
126 |LF1844 LigaSure™ Blunt Tip Laparoscopic Sealer/Divider, IHcTpyMeHT Niralllyp ang enekTponirysaHHs | lib
Nano-coated PO3AiNEHH: TKAHWUH 3 TYNUM KiHUEM ana
N1anapocKoniYHUX onepaLiii, 3 HAHOMOKPUTTAM
127 |LF2019 LigaSure™ Exact Dissector, Nano-coated Avicexrop Niralllyp EK3aKT, 3 HaHOMOKPUTTAM [1]5)
128 |LF1923 LigaSure™ Maryland Jaw Open Sealer/Divider One- IHcTpyMeHT Niralllyp Ans enexTponirysaHHs | lib
step Sealing, Nano-coated PO3AINEHHA TKaHUH 3 6paHLUaMu Tuny MepineHa
AN OAHOETANHOro 3aBaproBaHHS, 3
HaHOMOKPUTTAM
129 [LF1930T LigaSure™ Maryland Jaw Thoracic Sealer/Divider IHcTpyMeHT Niralllyp ans €/1eKTPONiryBaHHs i
One-step Sealing, Nano-coated PO3AINEHHA TKaHWH 3 6paHLUaMu Tuny MepineH,
AN ogHoeTanHoro 3aBaprOBaHHA, 3
HaHOMOKPUTTAM
130 |LF1937 LigaSure™ Maryland Jaw Laparoscopic chprMeHT Nirallyp ana eneKTpomry lib
Sealer/Divider One-step Sealing, Nano-coated
ANs ofiHoEeTanHoro 3aBapPOBaHHH, \
' HaHOMOKPUTTAM :
131 |LF1944 LigaSure™ Maryland Jaw Laparoscopic IHcTpyMenT Niralllyp ans eﬂe}d‘“poniryaaHHﬂi IIb
Sealer/Divider One-step Sealing, Nano-coated PO3AiNeHHA TKaHUH 3 6 }
AN OAHOETAMNHOr O 3aBAPKBaHHA, 3
HaHOMOKPUTTAM ¢
132 |LF5637 LigaSure™ Retractable L-Hook Laparoscopic ﬂanapocxoan HcTpymenT Jliralllyp ans lIb
Sealer/Divider eneKTponlryQaHHn Ta po3AiNeHHsA TKaHUH 3
BUCYBHUMT-MO/1I6HIM FauKoMm
133 |LF5644 LigaSure™ Retractable L-Hook Laparoscopic nanapock niuHuit iHcTpyMeHT Niralllyp ans Iib
Sealer/Divider eneKTp,’ iryBaHHsA Ta po3AiNeHHs TKaHWH 3
BmcyaHMM -noAi6HUM raykom
134 |BZ4212 BiZact™ Tonsillectomy Device Advanced Bipolar ] pucTpitt ans ToH3unekToMii, MoKpaLLeHui lib
Tissue Sealer Divider 6inonsapHUi iHcTpyMeHT BilakT ans
€JIEKTPOIIryBaHHA Ta pO3AINEHHSA TKaHUH
135 |LF4418 LigaSure Impact™ Curved, Large Jaw, O IHcTpyMenT Niralllyp IMnakT gns lIb
Sealer/Divider, Nano-Coated €/1eKTPONiryBaHHsA Ta posAiNeHHa TKaHUH 3
BEJIMKUMM 6NaHWaMu ANs BIAKPUTUX onepaLliii, 3
HaHOMOKPUTTAM
136 [SWCT1530 KomnnexT enektpogais Kyn-Tin komyTauiiiHoro lib
KOHTposiepa And pafiovacToTHol abnsaLii 15 cM
o (cm)=3cM(cm)
137" [SWCT2530 Cool-tip™ RFA Switching.Electrode Kit 25 cm - 3 cm |KoMniekT enextpogis Kyn-Tin koMyTauiiiHoro lib
¢ KOHTpoOJiepa ANA paaioHacToTHO abnauii 25 cm
(cm)=3cM(cm)
138 |SWCT1540 Cool-tip™ REA'SWitching Electrode Kit 15 cm - 4 cm |KoMnnext enekTpogis Kyn-tin koMyTauiiiHoro b
L KOHTponepa Ana paaiodacToTHOl abnauii 15 cm
Vo8 (cm)—4cM(cm)
139 [SWCT2540 Cooaltip™ RFA Switching Electrode Kit 25 cm - 4 cm |Komnnext eneKkTpogis Kya-Tin koMyTauiitHoro IIb
g v KOHTpoJiepa ANA pagiodacToTHO! abnauii 25 cm
I (cm)=4cM(cm)
140 |SWCT15303 'Cool-tip™ RFA Switching Electrode Kit 15 cm - 3 cm |KomnnekT enekTpogis Kyn-Tin KoMyTauiitHoro IIb
KOHTpoJiepa Ans paaioyacToTHOI a6aauii 15 cM
(cm)=3cm(cm)
141 Cool-tip™ RFA Switching Electrode Kit 25 cm - 3 cm |KoMnnexr enexkTpogis Kyn-Tin koMyTauiiiHoro llb
KOHTposiepa Anf paaioyacToTHOI abnauii 25 cMm
. (cm)=3 cm(cm)
CT1020 Cool-tip™ RFA Single Electrode Kit 10 cm - 2 cm KomnnekT oauHouHoro enexktpoaa Kyn-tin ans lib
pajioyacToTHol a6nsauii 10 cM (cm) -2 eM (em)
143" [ACT1030 Cool-tip™ RFA Single Electrode Kit 10 cm - 3 cm KoMnnexT oauHouHoro enexktpoaa Kyn-tin ans Iib
: pajioyacToTHOl abasauii 10 cM (cm) -3 em (ecm)
144 |ACT1507 Cool-tip™ RFA Single Electrode Kit 14.4 cm - 0.7 cm |KoMnnext OAnHOoYHoro enexkTpoaa Kyn-Tin ana lib
paaiovacToTHol abiauii 14,4 cM (cm)—0,7 cM (cm)
145 : ACT1510 Cool-tip™ RFA Single Electrode Kit 15 cm -1 cm KoMnnekT onuHouHoro enektpoaa Kyi‘1—1'in Aans IIb
' paaioyacToTHOI abaLii 15 cm ja_m}’r’l k{ﬁ‘{bml
146 |ACT1520 Cool-tip™ RFA Single Electrode Kit 15 cm - 2 cm KoMnneKkT oanHouHoro eng f@&;é K—yn-rm JiERS 3 (b
wcm) —2eM emh,

paaioyacToTHol abasauii
7
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v Declaration of conformity #EBD001 Annex 1
147 |ACT1530 Cool-tip™ RFA Single Electrode Ki= 15 cm - 3 cm KomnnekT ognHouHoro enektpoga Kyn-tin ans lib
pagiodacToTHol abnsuii 15 cM (cm)—3 cm(cm)
148 |ACT2020 Cool-tip™ RFA Single Electrode Ki=20cm -2 cm KoMnnekT oanHouHoro enektpoaa Kyn-Tin ans IIb
pagiovacToTHOi a6nauii 20 cM (cm) -2 cM (cm)
149 |ACT2030 Cool-tip™ RFA Single Electrode Ki~ 20 cm - 3 cm KomnnekT oauHouHoro enexktpoga Kyn-Tin ans lib
paaiovacToTHOI abnawii 20 cM (cm) -3 cm (cm)
150 |[ACT2530 Cool-tip™ RFA Single Electrode Ki~. 25 cm - 3 cm KoMnneKT oauHouHoro enexktpoaa Kyn-Tin ans b
paaioyacToTHoi a6bnsauii 25 cM (cm) — 3 cM (cm)
151 |ACTC1025 Cool-tip™ RFA Single Electrode Ki~ 10 cm=2,5cm  [KoMnsieKkT oauHouHoro enexkTpofaa Kyn-tin ana lib .
pafioyacToTHoIl a6nauii 10 cM (cm) —2,5 cM (cm) {
152 |ACTC1525 Cool-tip™ RFA Single Electrode Kit 15cm=2,5cm  [KoMnnekT oauHouHoro enekTpoaa Kyn-tin ana
pagioyacToTHoi a6nauii 15 cM (em)—2,5 cm (em)
153 |ACTC2025 Cool-tip™ RFA Single Electrode Kit 20cm=2,5cm  [KomnnekT oauHouHoro enekTpoaa Kyn-Tin ana
PafioyacToTHOI abnavi 20 eM (em) = 2.5 em (e
154 |DGP-HP Cool-tip™ RFA High-Power Patien~ Return Electrode | 3sopoTHiit BUCOKOMOTYHUI eNneKkTpos Kynv‘rm ~ b
nauieHTa 215 paaiovacToTHOI abnaUli s~ %
155 |VT1237 Evident™ MWA Percutaneous Antenna YepesLuKipHa aHTeHa EBigeHT ans MlRp; Bunbosoi |lib
abasuii 4
156 |VT1737 Evident™ MWA Percutaneous Antenna YepesLuKipHa aHTeHa EB)AEHT ,qnq mxpoxavmbosm IIb
abaauii N ¢ \;
157 ' |VT2237 Evident™ MWA Percutaneous Antenna YepesLuKipHa aHTeHa EBiAEHT na MiKpoxeunbogoi |llb
abnauii Y,
158 |VTS1737 Evident™ MWA Surgical Antenna XipypriuHa aHTeHa, EameHT ANA MIKPOXBUNbOBOT b
abnauil
159 |[VT1220 Evident™ MWA Percutaneous Antenna YepesLukipHa.akteHa EBineHT ansa Mikpoxeunbosoi |llb
abnauii X
160 |VT1720 Evident™ MWA Percutaneous Antenna HepesmxlpHa aHTeHa EsigeHT Ana Mikpoxsunsosoi |llb
abng
161 |VT2220 Evident™ MWA Percutaneous Antenna ‘-Iep stukipHa aHTeHa EBifgeHT Ana Mikpoxeuneosoi |lib
3 \a6muu
162 |VTS1737PCK Evident™ MWA Surgical Planar Cozgulation Kit 'KoMnnekT xipypriunnx aHTeH EsineHT ans lib
LA MIKpOXBU/IbOBOI Koary nauii
163 |CAGEN1 Microwave Ablation Generator witt FeHepaTop AnA MIKPOXBUILOBOI 3 BUKOpUCTaHHAM |lIb
Thermosphere™ Technology TexHosorii TepMocdepa
164 |RFAGEN Cool-tip™ RF Ablation System E Se rigs™, Cuctema Kyn-Tin ans pagiodactotHoi abnauii cepii [lib
[N E
165 |RFAPAC Cool-tip™ RF Ablation Component KitE Senes KomnnekT Kyn-Tin ans pagiovactotHoi abnsauii b
RN cepiiE
166 |RFA1020 Cool-tip™ RF Ablation Slngle;Electnode KitE Series [KoMnneKkT oauHouHoro enexktposa Kyn-Tin ans IIb
=\ 4 pagiovacToTHol abnsauii cepii E
167 |RFA1030 KoMnneKkT oavHouHOro enekTpoaa Kyn-Tin gna lb
. pagiodacToTHol a6nsauii cepii E
168 |RFA1507 KoMnniekT oauMHouHoro enekTpoaa Kyn-Tin gna lIb
paaiovacToTHoi abnsuji cepii E
169 |RFA1510 Cool-tipTM RF Ablation Single Electrode Kit E Series  |[KoMnnekT ogunHouHoro enektpoaa Kyn-in ans IIb
W pafiovacToTHoi abnisuii cepii E
170 |RFA1520 Cool-tip™ RF Ablation Single Electrode Kit E Series | KoMnaexT oAuHouHoro enexkTpoaa Kyn-in ans lib
A pafioyacToTHoi abnsuii cepii E
171 |RFA1530 34Gool-tip™ RF Ablation Single Electrode Kit E Series |KoMnneKT oavHouYHoro enektpoaa Kyn-Tin gns IIb
pajiovacToTHol abnauii cepii E
172 |RFA2020 Cool-tip™ RF Ablation Single Electrode Kit E Series  |KoMniekT oauHouHoro enekTpoaa Kyn-Tin ana IIb
pagiodacToTHol abnsuii cepii E
Cool-tip™ RF Ablation Single Electrode Kit E Series  [KoMnnekT oguHouHoro enekTpoaaKyn-tin ana lIb
pagiovacToTHol abasAuii cepii E
Cool-tip™ RF Ablation Single Electrode Kit E Series |KoMnnekT oauHouHoro enexkTpoaa Kyn-tin ana IIlb
pagioyacToTHoi abnsuii cepii E
RFA25303 Cool-tip™ RF Ablation Multiple Electrodes Kit E KoMnnekT 3 aekinbKkoMa enekTpoaamm Kyn Tin ana |lib
Series pagioyacToTHoi abnauiicepiiE
176 |[RFAC1025 Cool-tip™ RF Ablation Cluster Elec'rodes Kit E KoMnneKT rpynosux em:;rgﬁ'g" h{yr};nn AN llb
Series paaioyacToTHol abasauii 7 \
177 |RFAC1525 Cool-tip™ RF Ablation Cluster Electrodes Kit E KoMnneKT rpynosux enéfs\fﬁéma Kynr@lh ,a}'m B A\lib
Series paaioyacToTHO! a6nnufp cepu E M\ |
178 |RFAC2025 Cool-tip™ RF Ablation Cluster Elecirodes Kit E

Series

KomnneKT rpynosux eﬂeKTpo;uB y)
paaioyacToTHOT abnauii cepitEy
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{90 (AFA1220 Pool-tin™ AF Ablation Multinle Electrodes KitE [Komnnexr 3 aexinbkoma enekrpogamKy-ina [l
P panicuacraTuct adnauil capii
180 |RFA15303 Cool-tip™ RF Ablation Multiple Electrodes Kit E KomnnekT 3 gexinbkoMa enektpogamu Kyn-tin ans |llb
Series pagiovacToTHoi abnsuii cepii E
181 |RFA15403 Cool-tip™ RF Ablation Multiple Electrodes Kit E KomnnekT 3 aekinbkoMa enektposamu Kyn-in ans |llb
Series paaiodacToTHOi abnauii, cepii E
182 |RFA25403 Cool-tip™ RF Ablation Multiple Electrodes Kit E KoMnnekT 3 fekinbkoMa enektpoaamu Kyn-Tin ans |lib
Series pagiovacToTHol abnsuii, cepii E
183 |RTP20 Cool-tip™ RF Ablation Remote Temperature Probe E|ucTpaHuiitHuin TeMnepaTypHui AaTumk Kya-tin -~ |lla
Series 1A paaiovacToTHol abnsauii cepii E
184 |RTP20B Cool-tip™ RF Ablation Remote Temperature Probe E|ucTpaHuiiiHui TeMnepaTypHuit AaTumk Kyn-Tin
Series Ans pagiovacToTHoi a6nsauii cepii E
185 |RFAPADB Cool-tip™ RF Ablation High-Power Patient Return  [3sopoTHiit enekTpoa nauieHta Kyn-Tin ans
Electrode E Series panioyacToTHoi abaaii cepii E
186 |RFAPUMP Cool-tip™ RF Ablation Pump E Serizs Hacoc Kyn-Tin ansa paniovactoTHii a6n;u.u
187 |SCGAA Sonicision™ Reusable Generator FeHepaTop CoHicCixH 6araTopaaoBmw R
188 |SCBA Sonicision™ Reusable Battery Pack lib
189 |SCDA13 Sonicision™ Curved Jaw Cordless lltrasonic Y nbTpasByKoBUii ANCEKTOP COHR;I}KH i3 BIAFHyTMMVI 1[}
Dissector 5 mm=13 cm 6paHLIaMn 5 MM (mm)—13 CM (cmf
190 |SCDA26 Sonicision™ Curved Jaw Cordless Ultrasonic i b
Dissector 5 mm—26 cm 6paHLLIaMn5 MM (mm)-w26 M (cm)
191 |SCDA39 Sonicision™ Curved Jaw Cordless Ultrasonic YnbTpassyKoBuii Amce{h‘op CoHicixH i3 BUrHytumu |lib
Dissector 5 mm=-=39cm Y- 39 cM (cm)
192 |SCDA48 Sonicision™ Curved Jaw Cordless lJltrasonic AucekTop CoHicixkH i3 BurHytummn |llb
Dissector 5 mm-48.cm 6paHLIaMp 5 M (mm) — 48 cm (cm)
193 |[CA15L1 Emprint™ Short Percutaneous Ablation Antenna KOpOTKa ‘uepesLuKipHa aHTeHa EMnpinT 3Benvkoo |lIb
30HQIO'cPepUyHOl abnaui
194 |[CA20L1 Emprint™ Standard Percutaneous Ablation Antenna [CtakaépTHa yYepesLuKipHa aHTeHa EMMpiHT i3 b
_|B&aunRoto 30HO chepuuHoi a6 nsuii
195 |CA30L1 Emprint™ Long Percutaneous Ablztion Antenna  «/[{Joera uepesLuKipHa aHTeHa EMAPIHT 3 BeKoko lib
, | 30HOt0 chepuyHoi abnauii
196 |CA15L2 Emprint™ Reinforced Short Percutaneous Ab}at n [KopoTkauepesiukipHa aHTeHa EMNpiHT 3 BesmKoto |IIb
Antenna 30HO0 chepudHol abnauii
197 |CA20L2 Emprint™ Reinforced Standard Percutal CraHAaapTHa YepesLuUKipHa aHTeHa EMNpiHT i3 lIb
Ablation Antenna ) BEJIMKOI 30HOK cheprUyHoi abnaLil
198 |CA30L2 Emprint™ Reinforced Long Percu'__”_ neous Ablation |[oBrayepesLukipHa aHTeHa EMNpIHT 3 Be/IMKoO lib
Antenna o / 30HOK chepuyHoi abnauii
199 |E1450-4NSB Edge™ Blade Electrode 4" {10:16 cm) EnexktpoaHix Eare 4" (10.16 cM (cm)) Iib
200 |E1450-6NSB Edge™ Blade Electrode6:5*({16.51 cm) EnexkTpoaHixEare 6.5"(16.51 cM (cm)) lib
201 |E1450XNSB Edge™ Hex-lockingBlade Electrode 2.5" (6.35 cm)  |EnexTpoa Hix Eare 3 wecTurpanHim dikcatopom  |llb
| o 2.5"(6.35 cM (cm))
202 |E1452NSB Edge™NeedleElectrode 2.8" (7.2 am) FonuaTuii enextpod Eare 2.8" (7.2 cM (cm)) T
203 |E1455-4NSB Edge™ Instlated Blade Electrode 4 ' (10.16 cm) I3onboeuit enektpoa-Hixk Eare 4" (10.16 cM(cm))  |lIb
204 |E1455-6NSB Edge™ I_n;sulated Blade Electrode 6.5" (16.51 cm) I3onboBuit enektTpoa-Hix Eare 6.5" (16.51 cM (cm)) |lIb
205 |E1455-NSB Edge™ Insulated Blade Electrode 2.75" (7.0 cm) I13onboBUIt enekTpoa-HixX Eare 2.75" (7.0 cm) IIb
206 |[E3530-28 2| Valleylab™ Flexible Laparoscopic Argon CHyuKuWi enexTpos Banerina6 ans o6po6Ku IIb
" |Electrode 28 cm aproHom 28 cM (cm)
207 |E3530- Valleylabm Flexible Argon Electrode 3" (7.62 cm) MHyukuiit enekTpoa Baneina6 ana o6po6ku lib
aproHom 3" (7.62 cM (cm))
208 E3530 36 VaIIeyIabTM Flexible Argon Electrode 6" (15 cm) CHyukuii enekTpos Baneitna6 ana o6po6ku IIb
¢ aproHom 6" (15 cm (cm))
N E3580 28 Valleylab™ Laparoscopic Argon Blade Electrode |/1anapockoniunuii enextpoa Hix Baneiinaé ans IIb
Retractable 28 cm 06p0o6KU aproHOM BUCYBHMIA 28 cM (cm)
E3581-28 Valleylabm Laparoscopic Argon Modified Flat L JlanapockoniyHuii enektpos Baneiina6 3 lib
Electrode Retractable 28 cm MoaudiKoBaHUM NAOCKUM L-noai6HUM
HaKiHeYHVKOM 18 06pO6KM aproHOM BUCYBHUIN 28
cM (cm) e
211 |E3583-28 Valleylabm Laparoscopic Argon Blunt Needle lonyatuit enektpos Baneﬁﬁq&ﬁ fynMM KlHueM ans |llb
Electrode Retractable 28 cm 06pOGKU aproHom 28 9'” Qr D N \ N
212! [E3780-28 Valleylab™ Laparoscopic Straigrt Spatula JlanapocKoniuHuii n? hyﬁ/enel%rpb' \4 [lib
Hollow 28ers Baneitna6 nopomm Tvi 28 chm) H
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M dt * deknapauia npo sioanoeiaHicTs NNEBD00O1 HAonatok 1
e ron 1C D=claration of conformity #EBD001 Annex 1
213 |E3781-28 Valleylab™ Laparoscopic Curved Spatula Jlanapockoniunuii BUrHy Uit enextpon wnatens  Jiib
Electrode Hollow 28 em Baneiinab nopoxHucTuii 28 cm (cm)
214 |E3782-28 Valleylab™ Laparoscopic Wire J-Hook Electrode |/1anapockoniunuii apotosuii enektpon Baneiina6b s|llb
Hollow 28 cm J-NoAiGHUM KpIoUKOM NOPOKHUCTHUI 28 cM (cm)
215 |E3783-28 Valleylab Laparoscopic Wire L-Hook Electrode JNanapockoniuHuii ApoToBuMit enexkTpos Baneina6 s|lib
) Hollow 28 cm L-Mofi6HIUM KPIOYKOM MOPOKHUCTHI 28 cM (cm)
1
216 |[E3786-28 Valleylab™ Laparoscopic Cylindrical Tip NanapockoniuHuit enekTpos Baneiina6 3
Electrode Hollow 28 cm UMNIHAPUYHUM HaKIHEYHUKOM MOMNPOXHUCTUIN 28 cM
(cm)
217 |E3781R-28ASP Valleylab™ Laparoscopic Curved Spatula JlanapockonivHuil BUrHY T e/IeKTpoj WwnaTtenb LA
Electrode Retractable, Aspiration Holes 28 cm  |Ba/7€/1na6 sucyshuii, 3 oteopomu g acnipai 28"
cM(cm)
218 |E3782R-28ASP Valleylab™ Laparoscopic Wire J-Hook Electrode |/1anapockoniunuii apoTosuii eneKTpo,qB. lIb
Retractable, Aspiration Holes 23 cm J-noAi6HUM KproukomMm BUCYBHWIA, 3 OTBOPOMIA Ansa
acnipauii 28 cm (cm)
219 |E3783R-28ASP Valleylabm Laparoscopic Wire L-Hook Electrode |/1anapockoniunuit aporoammsenekrpop, Baneitna6 s|lib
Retractable, Aspiration Holes 23 cm L-nogi6H1M KprouKom Bucys _wm 3 0TBOpPOMU ANA
acnipauii 28 cM (cm) NS
220 |[E3783R-36ASP Valleylab™ Laparoscopic Wire L-Hook Electrode [/1anapockoniunuit ,qpo'roewm enektpona Baneiina6 a|llb
Retractable, Aspiration Holes 36 cm L-noaiGHuM “p'o'{g(OMB”‘:yBH"'” 30TBOPOMM ANA
acnipauii 36 CMggm)
221 |E3784R-28ASP Valleylab™ Laparoscopic Flat L-Hook Electrode J'IanapocKonquMM nnockui enekTpos Banelina6s |lib
Retractable, Aspiration Holes 28 cm L-noni6 \M KPIOUKOM BUCYBHUI, 3 OTBOPOMM AN
222, [E4059-CT Valleylab™ Bayonet Forceps witk Stops Hardy Byal/IOHETHI/IM niHueT Baneiina6 Kywurra20,9cm  |llb
20.9 cm=0.5 mm (cm) - 0,5 v (mm)
223 |ForceFX-8CS Force FX™ Electrosurgical Generator 8CS 240 y ‘|EnexTponirytounii reHepaTtop Popce GEKC 8CS llb
.- 240B (V)
224 |ForceFX-8CAS |Force FX™ Electrosurgical Generator 8Q%240V AyTo6inonapHuli €NeKTpoXipyprivHuii redepatop |lib
™y ®opce DEKC 8CAS 240 B (V)
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. Heknapzuis npo eioanoriaHicTs N°eEBD001 Honatok 2
Medtronic

Leclaration of conformity #EBD001 Annex 2

Bupo6Huui ginbHULi:
Manufacturing sites:
= Covidien lic Boulevard Insurgentes 19030 Libramiento Tijuana B.C. 22225 Mexico;
= Covidienllc 5920 Longbow Drive Boulder Colorado 81301 USA;
- Covidien llc 161 Cheshire Lane Suite 100 Plymouth Minnesota 55441-5433 USA;
- Covidienllc, Gl Solutions 540 Oakmead Parkway Sunryvale CA 94085 USA;
- Covidien Medical Products (Shanghai) Manufacturing LLC Building #10 789 Puxing Road Shanghai 201114 People's Republic of China.

ﬂocra\laanuchyGniApnAH\
) Outsourcedsite:

- Bovie Medical Corporation 5115 Ulmerton Road Clea-water Florida 33760 USA;
= CadexElectronics, Inc. 22000 Fraserwood Way Richneond British Columbia VEW 16 Canada:
- ConMed Corporation 6455 S Yosemite Street Greenwood Village Colorado 80111 USA;

Consolidated Medical Equipment Company Ave. Alejandro Dumas No. 11321 Complejo Industrial Chihuahua, Chx
" 31136 Mexico;
- Emblation Ltd. 3 Forrester Lodge Inglewood, Alloa Scotland FK10 2HU United Kingdom;
- Greatbatch Medical S. de R.L. de C.V. Calle 5 Norte Nc. 511 Ciudad Industrial Tijuana BC CP 22444 Mexn ,'9'
- Isomedix Operations, Inc 2 Nucifora Boulevard Chester New York 10918 USA;
- Isomedix Operations, Inc. 1000 S. Sarah Place Ontaric California 91761 USA;
- Kirwan Surgical Products LLC 180 Enterprise Drive Marshfield Massachusetts 02050 US/\,
- Lake Region Medical Venusa de Mexico S.A. de C.V. 1225-6 Hertz Street Cuidad Juarez.@

Medtronic Engineering and Innovation Center Provat= Ltd DLF Cyber City, Block N
Floor, Plot No.129-132, APHB Hyderabad 500019 Indea;

- Midwest Sterilization Corporation P.O. Box 411 1204 Lenco Avenue Jackson'] l\wﬁgourl 63755 USA;

Modern Medical Equipment Manufacturing Ltd Flat A, 11/F Mai Wah Ind ”dg 127 Wah Sing Street Kwai Chung, New Territories, Hong
Kong;

- New Deantronics Taiwan Ltd. 12F, No. 51, Sec. 4, ChangYangRd "Tm“ g ﬁeng Dist. New Taipei City 23675, Taiwan;

- Sterigenics Shanghai ETO, Ltd. No. 333 Shuang Hui Road Yaha han Free Port Shanghai 201308 China;

- Sterigenics US, LLC 4900 Gifford Avenue Los Angelez CA 9V0058 USA;

- Synergy Health (Suzhou) Sterilization Technilogies Lid No:26 Xinchang Road Suzhou Industrial Park Jiangsu 215125 China;
- Synergy Health AST, LLC 9020 Activity Road, Sulte D;an Diego California 92126 USA;

- Terumo BCT, Inc. 10811 W. Collins Avenue La ood Colorado 80215 USA;

- Trelleborg Sealing Solutions Tustin Inc. 222 Industnal Park Drive Elk Rapids Ml 49629 USA;

- Vanguard AG Landsberger Str. 266 Berlin. 12623 Gerrrany.

OneHa NoHTapeHKo, MeHepanbHuit Jupektop TOB «MenTpoHik YkpaiHas
Olena Gontarenko, General Director of Medtronic Ukraine, LLC

invc ynosHoBaXKeHoi 0cobu
Signature of the Authorized person:
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