’ CDEA,EPAABHAﬂ CAVIKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHI/1}I
(POCSA,PABHAASOP)

PEFHCTPAI.[PIOHHOE YAOCTOBEPEHPIE

HA MEAWLIHHCKROE U3AEJIME
Ne ©C32012/12231

Lenel or 01 mapra 2017 roga
~ Ha menunuHcKoe H3zfenue
5 Bnneoxancyna auarsocruveckas PillCam ¢ npunapiexsocTsIMa

; Hac'roxmee pemc'rpaunonnoe YIOCTOBEpEHHE BBIIaHO
~ '"T'uen Mmemxnnr Huxk.", CIIIA,
o leen Imagmg, Inc., 15 Hampshlre Street, Mansfield, MA 02048, USA

; Hponsnomrrem,
 "Tupen Umemkunr Mux.", CHIA, 2
2 Gwen Imagmg, Inc., 15 Hampshire Street Mansfield, MA 02048 USA o

; = MecTo TIPOM3BOJICTBA MEIUIIMHCKOTO U3CITHS
£ Given Imaging, Ltd, 2 Hacarmel St. New Industrial Park POB 258
= '_20692 Yoqneam, Israel

: Howmep perrctparmonHoro nocke Ne PJI-15790/2451 ot 15.702.20717

Bmx MEIMIHHCKOrO H3jienus 234240
2 Knacc norenunansnoro pHCKa IPUMEHEHHUS MENUIMHCKOTO H3€NHs 22
=5 Kon Oﬁmepoccnncxoro KJ1acCH(pUKaTOpa HPOLyKIHH [ Mezmunncxoro Hsnenm 94 4210

~ Hacrosmiee DETHCTPAIMOHHOE YAOCTOBEPEHHE HMEET npunoxcenne Ha'l JUCTE

> IipHKaSOM PocsnpaBHansopa ot 01 mapra 2017 roma Ne 1533

JIOYIIEHO K OOPAIICHHIO HA TEPPHTODPHH Poccuiickoit denepan '/
amecmTe.nL pyxoBoauTesi PeepaabHoii CIyK0bI ,

o Hazlaopy B chepe 3)1panooxpanemm
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NEKJIAPALIAA O COOTBETCTBHHA

O6mecTBO ¢ OTPAHHYECHHOH 0TBETCTBEHHOCTDIO "Mearponux'; 000 "MexrTpoHuk'
(HANMEHOBAHHE OPraHI3ALH HITH AMHITHA, MM, OTYECTBO HHAHMBHJIYabHORO npeANpUHIMATENS, NPHHABIINX 1CK1ApALHID 0 COOTBETCTBHI)

MexpaiioHHas HHCIICKIA DejepaIbHON HATIOTOBOH CIIyKOBI No 46 o T, Mockze, 30.01.2008

CBENeHHA O PETHCTpPALHH OpraHH3auny uiH HHAHBHIY ANILHOIO npefnpHHHMATENT

OI'PH 1087746137247

(sauMeHOBAHUE PETHCTPUPYIONIEIO OpraHa, Aata PErHCTPALIH, PETHCTPALHOHHBIL HOMep)
Anpec: 123317, r. Mocksa, ITpecuenckas HabepesxHas, . 10, Tenedon: +7 (495) 580-73-77,
dakc: +7 (495) 580-73-78

(appec, Tenedon, akc)
Bmune ['eHepanpHOro IMPEKTOPA [LsicyroBoit Enenel BUKTOPOBHEL
(ROIBKHOCTH, (HAMMIIHS, HMS, OTHECTBO PYKOBOAHTENA OpTaHI3ALYH, OT MMEHH KOTOPOH MPHHHMAETCA JIeKNapatms)

3agBiseT, 4To Buaeokancy/ia JHArHOCTHYCCKAH PillCam ¢ npHHAAJIEKHOCTAMM:

BapHaHTBI HCIIOTHEHH:

SB2U, SB3, COLON2.

MprHaJIEKHOCTH:

Hartelixn kieiikue 1 JaTanKos (ne Gosee 8 mr./aos 1 KaneyJbl).

(1aumMeHOBaHHe, THIL, MApKa NPOIYKLWH (yemyrH), Ha KOTOPYIO PacrpoCTpaHieTcd JeKTapanus)

Kox OKIII2 26.60.12.119 Kox TH B/ 9018 19 900 0

xon OK 005-93 u (wnn) TH B3I CHI s OK 002-93 (OKYH), cesieHis 0 CepUitHOM BEIMYCKE HIH NAapTHH
CepuiiHbli BEITYCK
(HOMEp TIAPTHH, HOMEPA HAZIE/THH, PEKBH3HTDI JIOTOBOPA (KOHTpAKTa), HAaKIAaHaA)

"Tusen Umemxunr Uuk.", CIIA,
Given Imaging, Inc., 15 Hampshire Street, Mansfield, MA 02048, USA
MecTo NpoH3BOACTBA

Given Imaging, Ltd, 2 Hacarmel St. New Industrial Park POB 258, 20692 Yoqneam, Israel
HauMEHOBAHHE H3rOTOBUTEA, CTPAHBI H T.IIL.
cootsercrayer Tpebosanmsv:  TOCT P 50444-92 (Pasn. 3,4), TOCT P MOK 60601-1-2010

(o6o3naueHHe HOPMATHBHEIX JOKYMEHTOB, COOTBETCTBUC KOTOPBIM NOATBEPIKACHO AAHHOMH JeKNapaumedi, ¢ yKajaHHeM IyHKTOB ITHX HOPMATHBHBIX
JOKYMEHTOB, CONEPIKALIHX TpeGoBaHns AIA AAHHOM NPOIYKIHH (ycnyTH))

Jlekapanus IPEHSTA HA OCHOBAHHMH: MPOTOKONA TEXHHHUCCKHX uenprrarmit Ne 2020.TD-45.03CD ot
20.03.2020 000 MJIL] "MexTectIIpr6op", per. Ne POCC RU.0001.21MI126 ot 22.07.2015

PernctpaimonHoe ynocropepenre denepanbHoi ciyx6s1 Mo Hamzopy B cdepe 31paBOOXPAHCHHA
(POC3JIPABHAJI30P) Ne ®C3 2012/12231 o1 01.03.2017

(MH(OPMALIA O JOKYMEHTAX, SABMAIOUIXCA OCHOBAHHEM JUIA TIPHHATHS JIeKNApaLm)

Jlata IpUHATHS IeKIapalii 20.03.2020

Jlexmapaiiis 0 COOTBETCTBUH JEHCTBHTE/BHA 10 20.03.2023

M.IL

CBeleHHsA O PETHCTPATIHHHGK
000 «IIEHTP CEPTH®D "'-‘.'_”-' %5

TR HANMEHOBAHHE H AZPEC OPraHa no cepTH(HKALIH,

;]IOM Ne 3, kopryc 1, aTax 3, mom.1, Kom. 26 tenebon: +7 (495) 783-42-17

3aperHCTPHPOBABLICTO AEKTAPaLHIO)

£)S.MIM18.8.02584/20 ot 20.03.2020

(1ATA PErMCTPALIMI H PETHCTPALMOHHBIH HOMEp [eKknapan)

no 20.03.2023
AJL. loko

(onuck, WHHLMANS], GAMHTI PYKOBOITENA OpFaKa no cepTRdHKALHN)




EBPABUNCKUN DKOHOMHUYECKHU COI03
NEKJIAPAIIUSI O COOTBETCTBUHA

3anBuTe b, OOLIECTBO C OrpaHUUYEHHOH OTBETCTBEHHOCTHIO, «MeATPOHHK» (YNOJHOMOUYEHHOE
uszroroButenem auuo), OI'PH: 1087746137247

MecTo HaxoxaeHHs U afpec MecTa ocyLUecTBIeHus AeaTenbHocTH: Poccuiickas deaepauns,
123317, ropoa MockBa, [IpecHeHckas Hab., 0.10 , Tenedon: 84955807377, Anpec
aneKTpoHHO noutkl: Oxana.sapunova@ medtronic.com

B 1Hue ['eHepanbHoro aupexropa IlnsacyHoBoii EneHbl BUKTOPOBHbI

3asiBjifieT, 4To Buneokancyna auarHoctuueckas PillCam ¢ npuHaanexHocTamMu, BapuaHTtbl
ucnosHeHus: SB2U, SB3, COLON?2.

n3roroeuTean "Given Imaging, Inc.”, MecTo HaxoxAeHHS U aApec MECTa OCYLUECTBIIEHHSA
JIeATeJIbHOCTH N0 M3roToBaeHuto npoaykuud: CoeanseHHbie LTatel, 15 Hampshire Street,
Mansfield MA 02048, USA, ®@unuansl:Given Imaging, Ltd, 2 Hacarmel St. New Industrial Park
POB 258, 20692 Yoqneam, Israel

Kon TH BOI EADC 9018199000, Cepuiinblii Bbinyck

COOTBETCTBYET TpeGoOBaHHAM

TP TC 020/2011 "DnexTpoMarHMTHas COBMECTHMOCTb TEXHHHYECKHX CpeacTB”

Jexkiapanusa o COOTBETCTBHH NPHHSTA HA OCHOBAHHH
npotokona uenbiraHuii Ne 2017,.D-116.04KE ot 06.04.2017 OOO HcnbiTatenbHblid

naboparopuslit ueHtp "MenTectlIpubop”, per. No POCC RU.0001.21MI126 ot 22.07.2015,
PY:®C3 2012/12231 o1 01.03.2017, Cxema AekJlapupoOBaHHs COOTBETCTBHS: 11

Jdonoanurtesabnasa nudopmaunns

Cpoxk ciyx6bi 10 neT ykazaH U3roToButesieM B JOKYMEHTALIMK Ha MPOAYKLHIO. Y CIIOBHS
XpaHeHus CTaHAAPTHbIE MPH HOPMAaJibHBIX 3HAUEHHAX KNUMaTH4YecKUX GakTopoB BHeLIHe#H
cpenbl. Cpok XpaHeHHs H3aenus He ycTaHoBneH., Tpedosanus TP TC 020/2011
"IneKTpoMarHMTHas COBMECTHMOCTb TEXHHYECKHUX CpeAcTB” cobMoaatoTes B pe3yJibTaTe
npruMeHeHus Ha no6posonbHoii ocHoBe TOCT 30324.1.2-2012 (IEC 60601-1-2:2001) U3nenus
MeAULUMHCKHE 3iekTpHieckre. HacTb 1-2. O6uive TpeboBaHus 6e30MacHOCTH.
DNeKTPOMAarHuTHast COBMECTHMOCTb, TpeOoBaHHs 1 METObl HCIbITAHHI

Jekaapanns o COOTBETCTBHH [eiicTBHTeNbHA ¢ AaThl peructpanun no 11.04.2020
BKJIIOUHTEJILHO

CZ\-/D _ [lnacynosa EneHa BukroposHa
(nozition) (®.1.0. 3asBuTEeNs)
M.IL

Perncrpaunonnbiii Homep aexiaapanun o coorBercrBun: EADC N RU J1-US.P1101.B.01851

JlaTta perucrpauun Aekiaapanuu o cootsercrBun: 12.04.2017



