"(DEA,EPAABHAH CAV}KBA 1O HAA3OPY B COEPE 3APABOOXPAHEHVIH
; (POCSAPABHAA,SOP)

PEFHCTPAHHOHHOE YAOCTOBEPEHHE

~ HA MEJULIMHCKOE U3AENUE
oT 01 asrycra 2016 roga Ne @®C3 2012/13093

Ha MeunuHCKOE U3/e/e
I'emepaTtop cHcTeMbl pamuodactorHoil a6asmuu Cool Tip cepun E ¢
M PHHAAJICKHOCTAMHU

- Hacrosimee perucTpariioHHOE YI0CTOBEPEHUE BbIAHO
"Kopupuen Jlne", CIIA, '
‘Covidien Llc¢, 15 Hampshire Street, Mansfield MA 02048, USA

HpomBonHTem:,
"Kopuguen Jliac", CIIIA,
A"’ Covidien Llc, 15 Hampshire Street, Mansfield MA 02048, USA

MecTo IpOM3BOJICTBA Menla:uHHCKoro HU3JIenus
cm.npn.nomeﬂue

Homep pePHCTpaHHOHHOFO mocbe No P)l-12348/40939 ot 22.07. 2016
Bun MG}IKI_IPIHCKOI‘O uznemns 236940

KJIacc TIOTEHIMAIIEHOTO PHCKA IPAMCHEHUS Me,t(pmHHCKoro M3 20

Kox Obmepoccuiickoro Imaccmbmcaropa H_pOJI}'KH;HH TSt MeTHIUHECKOTo u3aenus 94 4420

HacTosiinee pericTpaioHHoe YI0CTOBEPEeHHE MMEET NPIIIoiKeHHe Ha 1 jmere.

npukasom PocajipaBHan3opa ot 01 g :
AONYIIEHO K 0OPAIIEeHHIO Ha TEPPHY

PykoBoaurens ®exepanbHoii ciysomy % . {50 e
1o Hajzopy B cdepe 31paBooXpaHeryish, R R ~M.A, Mypamxo
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. (DhA,bl’AAbHA}I LAV}KbA ilU HA,ASJOPY B C(DEPE SAPABOOXPAHEHVIH
7 . ' (POCS,/_\PABHAASOP)

S e HPHHO)KEHHE 0
- ;R PEFHCTPAUMOHHOMY YAOCTOBEPEHHIO
: HA ME,C[HLIP[HCKOE HBAEJ]HE '
or 01 aBI‘yCTa 2016 rona Nﬂ q;cg 2012/13093

S z_Ha MB,T_(I:U.IHHCKOG HBIEGJEIG - ; ;

 I'enepatop cucremnl PAAN0YACTOTHOM aﬁ.lmmm Cool Tip cepuu E c nplmannemﬂoc'mmn-

B KOMIIJIEKTE C CETEBBIM KabeneM, pyKOBOIICTBOM 110 BKCHJIyaTaI.IPIH Ha C,I[ ,T.[PICKC "

PYKOBOJCTBOM MO SKCHLITYaTAIMH Ha 6ymax<H0M HOCHTEIe.

IlpunagnexsocTa: i A : ;

1. Kovmnext pist nepeocnamemm cromm KprquK—JJ;ep)KaTeJlb 1 1T, no,uc:'raBKa )_Imx

> lHacoca 1 1111"., HO,I[CT&BK& bIRIE: KOHTeHHepa 1 m. = e s el
2. Ha60p MHCTPYMEHTOB: aKTHBHBIH UTOJILYATEIN BJIeKTpOI[ 5 HIT., Boaapamr.m BJICKTPOJI -

rRHIT I/IppPII'aIJ;HOHHBIc TpyOKH - 2 1IT. : : 3%

- 3. Habop UHCTPYMEHTOB: aKTHBHBIH KJIaCTepHBLH 3neKTpo,u 1 mT., HHTpO):[mocep 1 II[T.,

 EppHTALUOHHBIE 'rpy61cp1 2 mr., , BO3BPATHBIH BIIEKTPOJL - 2 MT. : =
A Ha6op HHCTPYMEHTOB: aKTHBHEIE BIIEKTPO/IBI - HE Gosee 3 mr., EppP[I'aIIHOHHbIe prﬁfcn -
21T, BO3BPATHBIH 3JIEKTPOJ - 2 MT., GUKCATOD [ONOKEHHS DIIEKTPOIOB. :

5. Hacoc nepuCTaIBTAYECKAH B KOMILIEKTE ¢ Pa3heMOM BO3BPaTHOrO. 3JleIcho,ua nauHeHTa,
~ @MKOCTBIO IISI BOJIBI, HOMCHBIM nepexmoaneneM 1 T
0. Kploqox-,uep}fcaTenL Pl

~ 7.Tloncraska, A7 Hacoca - 1 wr.

- 8. Tloxcraska ays Kom“eunepa I .
g AI(THBHHH HTOJBYATBIR 3neKTpo,a 1 0T,
o 1D, AKTHBHBIH Knacrepm,m DIEKTPOL - 1 HIT,
d:ls HH‘I})OI[I:IOCGP Ly = =

o -12. MippuranuoHHee I'pyﬁkn VHe Gonee 50 IIIT.

_7.7 - 13. CDmccaTop TIOJIOKCHILS aneKTpona 1 .,
14, BOBB})B.THI:II{ snexc'rpo,t{ HangenTa - 1 .

- 15. Hacoc HepHCTaJILTquCKHH 1 T,
1_16 Pazsem BosBpaTH()ro aneK'rpona HanueHTa 1 H.IT
S enls EMKOCTB JUTSE BOIBI - 1 10T,

18, Hosxoft nepelcn}oqa’renb X EEY ) e
40 I[HCTaHuHOHHLH“i TeMHepaTypHBIH BOHI{ 1 T,

=oah HepeJlBH)KHaH CTOHKa 1 HIT.

MecTo npou3BOACTRA:

= “1. Covidien Lle, 15 Hampshlre Strect

. ;2 Cov1d1en LLC 5920 Longbow D'




JEKJAPAHNA O COOTBETCTBHU

O61mecTBo ¢ orpannientoi oreerersennocroi0 "Megrponnk''; 000 "MexTponux"

(HaPIMCHOBaHHC OPraHu3alyH Wi lf]JElI\{PIﬂI4FI, HMS, OTHECTBO HHAMBAIVATLHOTC NPEARPHHUMATEI, IPHHABILMX ACKIAPAITHIO O COOTBE:TG’I'BHH)
Mesxpaitonras macneknms DegepanbHoi HaoroBoi cinyx6n1 Ne 46 mo r.Mockse , 30.01.2008

CBEHCHNA 0 PErICTPaliy OPTaHH3aLHH WIH HHAKBHAYATEHOTO NPCANPHHHMATSTTS

OI'PH 1087746137247

(HAWMCHOBEHIE PEFHCTPHPYIOUIETO OPIaHa, JaTa peTECTPALAY, PErMCTPALHOHHEIH HoMED)
Anpec: 123317, r. Mockea, [Ipecrenckas nabepesxuad, a. 10,
tenedon: +7 (495) 580-73-77, daxe: +7 (495) 580-73-78

{anpec, rencdon, haxe)
B mume  Tenepansaoro aupektopa llnscyroBoi Enensl BUKTOPOBHBI

{(MOIDKHOCTB, (aMAIHA, HMS, OTUECTBO PYKOBOGUTELA OPrali3aiu, OT HMEHH KOTOPOH NPHHUMAcTCa JEUIaApals)
3asBisier, 4ro Teneparop cucremnl pagnodactorroit adaanun Cool Tip cepnn E
¢ MPHHANACKHOCTEMMN

{HAMMEHOBANIC, THII, MapKa MPOJIYKUMA (Yeiyr), Ha KOTOPYIO PacnpOCTPaHAeTCs ISk Iapatua)

Kox OKIH 94 4420 Kox TH B3/1 9018 90 840 9

kon O 005-93 u () TH B CHI um OK 002-93 (OKVYH), ceeaenns 0 CepRHHOM BEITYCKE KM NAPTHI
CepullHBIA BBITYCK

{sI0Mep NapTHH, HOMEPA H3IEITHI, PEKBM3NTEI L0roBOpa {KOHTPAKTA), HaknaHas}

"Kopunuen Jlne", CIIIA,
Covidien Lle, 15 Hampshire Street, Mansfield MA 02048, USA

HAWMEHOBAHHE HU3MOTORHTENA, CIPAHB H T.I1

cooTBeTcTBYeT TpebopanuamM: TOCT P 50444-92 (p. 3, 4), [OCT P 50267.0-92 (MDK 601-1-88), 'OCT
IEC 60601-2-2-2011, ’'OCT P MOK 60601-1-2-2014

(0BO3HAYEHHE HOPMATHBHBIX JIOKYMEHTOB, COOTBETCTRHE KOTOPBIM HONTBEPACASIO AZHHON ACKIAPALHEN, ¢ yKa3aHUEM IIYHICTOR 3THX HOPMATHBHEIX
JOKYMCHTOR, COMEPIKAIMX TPeOOBAHIA A AAHECH NPOAYKUMH {YCIYTH))

Jlekaparias IpHEATA Ha OCHOBaHWM: IpoToKona Hembitanuit Ne 212-H-14/330 or 30.09.2014 W[ T'OY
JIIIO  "Poccuifckas MEOMIMHCKAS —aKajeMHs [OCHeAMIIoMHOro  odpasosanus  MuHHCTEpCTBa
3apaBooxpanenns Poccuiickolt ®emepanuu’”, per. Ne POCC RU.0001.21MM60, 24.06.2010 — 24.06.2015;
IPOTOKONA renbrranuit Ne 2015.TD-03.10CD ot 01.10.2015 OO0 UJILT "MenTectIIpuGop”, per. Ne POCC
RU.0001.21MII26 ot 22.07.2015

Permcrparmonnoe ynocrosepenie OeepaibHoi ciryOBI o HaA30pY B cepe 3/paBOOX PAHCHHUS

Ne ®C32012/13093 o1 01.08.2016

{(AHDOpMAIHA O ACKYMEHTAX, ABTAIOMMEXCH OCHOBAHNEM UL IPHAATHA ASKIAPALINN}

Nara npunarus gekaaparvu  08.08.2016

Jeknapaltsst O COOTBETCTBHY IeHCTBATEIbHA JI0 01.06.2019

M.IL Insicynosa Enena Bukroposna

(moanuCs) (MHHMFAAIEL, PaMuTus)

CeeneHus 0 perHCTPalHK JCKNapaii 0 COOTBETCTBHY
OOO "H’FHTP CEPTUOUKAIINH 1 NEKJIAPUPOBAHWA", Ne POCC RU.0001.11HMMA41

(HAHMENOBAHNE W APES OPLAHA TIO CEPTHIPUKALMH,

:."123308 T Mocmaa yn MuesaukH, jjom Ne 3, kopoye 1 Tenedon: +7 (495) 783-42-17

33PErHCTPHPOBABIIETO JEKIaparivio}

POCC US.IM41./106821 or 08.08.2016

(iaTa PETHCTPAIIH W PErHCTPALHOHHDII HOMED ACKNAPALIMU)

i A . Hoko

([IOMTIFCH, HHHLAANG], (haMHIIMA PYKOROIMTENA CPraHa 110 cepTHQHKALNH}



TenepaTop cHCTEMBI paguoUacToTHOH abnsutu Cool Tip cepuu E ¢ npHRaiexHOCTIMU

B KOMIUICKTE C CETEBLIM KafeeM, PYKOBOICTBOM I10 3Kcimyaramuy Ha CJ1 TUCKe M PYKOBOACTBOM HO
SKCONyaTanal Ha OyMaKHOM HOCHTENE.

[lprHazNeKHOCTH:

1. KoMmmiekT Jis epeocHaeHAs] CTOMKHI: KPIOYOK-1ePKATEIND - 1 frrt., IOACTABKA JUT HAcoca - 1 T,
O/ICTABKA AJIst KoATelHepa - 1 T,

2. Habop HHCTPYMEHTOB: aKTHBHBIA HTOJIBYATBIH SIEKTPO/L - | mT., BO3BpATHEIA eKTpos - 1 1T,
HPPHIAHOHHBIE TPYOKH - 2 10T,

3. HaGop MHCTPYMEHTOB: aKTHBHBIA KITACTEPHBIH SMEKTPO/ - | 10T., MHTPOABIOCED - 1 11rr., HppUTaNIOHHEIE
Tpy6KH - 2 UIT., BOSBPATHEIH BIEKTPOL - 2 INT.

4, Habop MHCTPYMEHTOB: aKTHBHBIC HJICKTPOJLI - HE Golee 3 HIT., HPPATAUMOHHEIE TPYOKH - 2 IT., BO3BPATHBIA
HIEKTPO, - 2 TIT., (PUKCATOP IOJNOKEHHS 3ICKTPOJIOB,

5. Hacoc TepUCTAIBTHIECK I B KOMILIEKTE C PA3BeMOM BO3BPATHOIO SICKTPOAE HAIHCHTA, EMKOCTEIO 1T
BOJIb], HOJKHBIM IICPEKIIFOUATENEM - 1 1T,

6. Kprogox-mepxatesn - 1 1T.

7. TloacTaska amt Hacoca - 1 wr.

8. TlomeTaska [T KoHTelHepa - 1 mT,

0. AKTHBHBIH UTONBYATEIA 3JACKTpo - 1 1T,

10. AxTHBHB KIacTEpHLIH IeKTpos - 1 miT.

11. VirTpoastocep - 1 .

12. Uppuraiuonsbe Tpyokn - ne Gomee 50 mrt.

13. duxcaTop TONOKEHHS MEKTPposa - 1 1T

14. BosBpaTHbI# 2JIEKTPO]] TAIMEHTa - | 11T

15. Hacoc mepucranbTHaeckui - 1 1T,

16. PazbeM BO3BPATHOTO HIIEKTPO/IA MalfHenTa - | HIT.

17. EMKOCTS 715 BOIBI - 1 1T,

18. HoxxHOM mepekimouatens - 1 T,

19. JlHCTAHUMOHKEIN TeMITepaTypHEIA 30H,1 - 1 .

20. IepeaBrKHas CTOHKA - 1 1IT.

II. Mecto TIpOH3BOACTBA:

1. Covidien Llc, 15 Hampshire Street, Mansfield, MA 020438, USA.

2. Covidien LLC, 5920 Longbow Drive, Boulder, Colorado, 80301, USA.

3. Covidien, 2824 Airwest Boulevard, Plainfield, IN 46168, USA.

M.TL

o LA Masicynopa Enena BHKTopoBH2
~ (moAmucs) (MHWNMATEL, (YaMAIH)

CBeCHYS O PErUCTPALUH JEKTAPALAN 0 COOTBETCTBYH
Q00 "IEHTP -CEPTI/ICIJI/IKAHYII/I 1 JIEKJIAPUPOBAHU ", Ne POCC RU.0001.111M41

I L T (HEWMEHOBANKC 1 ATpeC OPIAHE NO CEPTHAHKALIHN,

123308; r, Mockga, yin. Muaesuuke, goM Ne 3, kopmyc -1 tenedomr: +7 (495) 783-42-17
SRS it T R " TRAPErHCTPHPOBABILCTO JNEKIAPALIIO)

POCC US.MMM41.J106821 or 08.08.2016

(maTa PerrCTPALIH H PEFHCTPAUNOHHEIH HOMED AEKIAPALHE)

& A, Jloxo

{fI0NANCE, TNEELHATIEL, GaMUI PYKOBOIHTE/LT OPrata no cepradHKariiy)




