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OcHoBHble cBegeHus

Twun gexknapaumm

TexHuyeckue pernameHTbl

lpynna npoayKunmn EASC

Cxema geknapmpoBaHua

Tun 06beKTa AEeKNapUPOBaHNA

[eKknapauua o cooTBeTCcTBUM
CraTyc geknapauuu

PernctpaumoHHbIii HOMep AeKnapauumn o
COOTBETCTBUM

[aTa perucrpaumm gexknapauum

[aTa OKOHYaHWA AeiCcTBMA AeKNapaumm o
COOTBETCTBUMU

CBob6OHOE pacnpocTpaHeHME NPOAYKLUN He
OrpaHMYeHo 3aKoHOAATENbCTBOM P

3aaBurtenb

Tun 3aasutens
Twun gexknapaHTa

OCHOBHO rocyAapCTBEHHbIN PErMcTpaLnoHHbIN
HoMmep topuandeckoro anua (OrPH)

NaeHTUOUKALMOHHbBIN HOMep HanoronaatenblwmKa
(MHH)

OpraHu3aumMoHHo-NpaBoBas popma

MonHoe HaMMeHOoBaHWeE KPUANYECKOro NNLA
CoKpallleHHOoe HaMMeHOBAHWE PUANYECKOTO ML
damunma pyKoBoaUTENS IOPUANYECKOTO INLA

Mmsa pykoBoaguTena ropmuanyeckoro anua
[onKHocTb pyKoBoAUTENSA

Appec

A,cl,pec MeCTa HaxoxXaeHnAa

Afpec mecTa OCyLLeCTBAeHMA AeATeNbHOCTH

KoHTaKTHble AaHHble

Homep TenedoHa
Appec 3N1eKTPOHHOW NOoYTbI

CBeaeHUA O rocyfapcTBEHHONM perucTpauum

HavmeHoBaHMWe opraHa, 3apermcTpMpoBaBLLEro
OpraHM3aumio B Ka4yecTBe pPUANYECKOro 1nua
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[eknapauna o cooTBeTcTBUUN TPebOBaAHUAM TEXHUYECKOTO PernameHTa
EBPa3sniiCKOro 3KOHOMUYECKOTO CO3a (TEXHMYECKOro pernamMeHTa
TamoXeHHOro coto3a)

TP TC 020/2011 dneKkTpomarHMTHas COBMECTMMOCTb TEXHUYECKUX CPEACTB

TexHuyeckue cpeacTBa, He BKAOYEHHble B [lepeyeHb NpoayKLmK,
noanesaulen ceptudukaumm K TP TC 020/2011
1n

CepuiiHbIN BbINyCK

OewncrteyeT

EASC N RU O-CH.PA02.B.15995/22

01.03.2022

28.02.2025

Ja

HOpunanyeckoe amuo
YNonHOMOYeHHOe N3roToBuTenem Anuo

1177746155333

7734400510

O6LecTBa C OrpaHUYEHHOW OTBETCTBEHHOCTbHIO

O6LLEeCTBO C OrpaHUYeHHOM oTBeTCTBEHHOCTbIO "3C. TU. AN. OEHT"
000 "3C.TU.AN.OEHT"

CA®POHOBA

AT.

FeHepanbHbI AUPEKTOP

123182, POCCUA, TOPO MOCKBA, Y/TMUA LLYKUHCKAA, AOM 2, 3TAXK 1,
KOMHATbI 179-180
123182, POCCUA, TOPO MOCKBA, Y/TMUA LWYKUHCKAA, OM 2, 3TAXK 1,
KOMHATbI 179-180

+7 4957805245

mail@stident.ru

MexpaiioHHas nHcnekuma PegepanbHol HaoroBon cnyx6bl Ne 46 nor.
Mockse
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[aTa perncrtpaumnm B Kadectse HOJ1

[aTa npucsoeHma ONPH

Kog, npuumnHbl nocTaHoBKK Ha yyeT (KMM)
KoHTaKTHble AaHHble

Homep TenedoHa

Appec 3/1eKTPOHHOW NOoYTbI

U3roTtosutenn

Tvn nsrotosutena

CoBnagaert ¢ 3aABUTE/IEM

MonHoe HaMmeHoBaHWe

Appec

3apernctpupoBaHo Ha Tepputopum EASC

Ap,pec MeCTa XXUTENbCTBA

KoHTaKTHble gaHHble
Homep TenedoHa

MpoussoacTBeHHbIE NIOWALKN

16.02.2017
16.02.2017

773401001

+7 4957805245

mail@stident.ru

MHocTpaHHOe Anuo
Het

E.M.S. Electro Medical Systems S.A.

[a

Lsenuapua, Chemin de la Vuarpilliere 31, CH-1260 Nyon, GLN oTtcyTcTsyer,
46.398663, 6.21708

+4 1229944700

LWseluapus, Chemin de la Vuarpilliere 31, CH-1260 Nyon, GLN oTcyTctByeT, 46.398663, 6.21708

Appec Npon3BOACTBA NPOAYKLMM

CBeaeHMA 0 NpoayKuUmn
MpouncxoxxaeHne NpoayKunm
Obuiee HauMeHoBaHMeE NPOAYKLNK

ObLume ycnoBus XxpaHeHUs NpoayKunm

Wsenuapuma, Chemin de la Vuarpilliere 31, CH-1260 Nyon, GLN oTtcyTcTByer,
46.398663, 6.21708

LUBEMLAPUA
Annapat ctomaTtosniorndyecknin AIR-FLOW ¢ npuHagiexXHOCTAMM:

CpokK cny»6bl 7 neT, yKasaH M3roToBUTENEM B JOKYMEHTALMM Ha NPOAYKLUMIO.
Ycnosua xpaHeHus -10C - +40C. OTHocMTeNbHas BAaXHOCTb: 10% - 95%.
[asnenue so3agyxa 500rMa - 1060 rfa. MapKnpoBKa HaHeceHa Ha usgenve,
YKa3aHa B 3KCM/IyaTalMOHHbIX OKYMEHTaX U Ha YMAaKOBKE, COAEPKUT
HaMMeHOBaHWe n3aenuns, obo3HauyeHMe, ero OCHOBHbIE MapameTpbl U
XapaKTePUCTUKM, HAMMEHOBAHWNE, aipec M TOBAPHbIM 3HAK M3roTOBUTENS,
MecCAL, U rog, U3roToBAEHWA, EANHBIN 3HAK 06paLLEHNA NPOAYKLMU HA PbIHKe
rocyfapcre-4neHos EBpasninckoro sKOHOMMYECKOro coto3a

CBepgeHna 06 0603HaueHUN, MAEHTUOUKaALMK U A40NONHUTENbHAA MHPOPMALMA O NPOAYKLUU

HavmeHoBaHMe (0603HaueHne) npoayKumum

Koa TH B3] EASC

B ucnonHeHun: AIR-FLOW Master Piezon, AIR-FLOW Handy 2+, AIR-FLOW
One, AIR-FLOW Prophylaxis Master.MpuHagnexkHoctu:1. Hacagku PERIO-
FLOW nozzles marked — 4 ynakosku no 40 wr.2. CTolika gns annapara
AIRFLOW Station — 1 wrt.3. Ctolika gns annaparta AIRFLOW Station + -1
wT.

9018499000

CraHpapTbl U UHbIE HOPMATUBHbIE AOKYMEHTbI, NPUMEHAEMbIe NPU NOATBEPKAEHUN COOTBETCTBUA

Cranpapt 1

0O603Ha4yeHWe cTaH4apTa, HOPMATUBHOTO
[OKyMeHTa
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Pasgenbl 3, 36 FOCT 30324.1.2-2012 (IEC 60601-1-2:2001)
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HanmeHoBaHuWe cTaHAapTa, HOPMATMBHOIO «U3penuns meanumnHcKme anekTpuyeckune. Yactb 1-2. O6wme TpeboBaHums
AOKYMeHTa 6e30nNacHOCTUN. INEKTPOMarHMTHaa COBMeCTMMOCTb. TpeboBaHMA U meToapl

UccnepoBaHua, UCNbITaHUA, U3MEPEHUA

WUcnbiTaTenbHas nabopartopusa

Na6opatopusa 1

HavmeHoBaHWe ucnbiTaTeNbHOM nabopaTopun MUcnbitaTenbHon nabopatopueit "TK-Tect", atrectat akkpeantaunn MOCT RU.
04MAE0.1M10023

Afpec mecTa OCyLLeCTBAeHUA AeATe/IbHOCTU 115088, r. MockBa, HoBoocTtanoscKas ya., 4. 6A, cTp. 1

npou13BoACTBEHHON NabopaTopum

MNpoToKon uccnepgosaHua (UcNbITaHUA) U U3MepeHUn
[aTa npotokona 15.02.2022

Homep npoToKona 23MK-53-02-22

[ OKymeHTbl, Nnpeanonaraemblie CXemMoii feKnapupoBaHuUn
TP TC 020/2011
WUccnepoBaHue TMNa NnpoayKumm

3akntouyeHune 06 nccnesoBaHMM TMNA NPOAYKLMUK

CTpaHa mecTa HaxoXaeHuna POCCHA

Mpu3HaK akkpeanTauum [a

CepTUPUKAT HA TUN NPOAYKLUMUU

CeptudukKar 1

CTpaHa mecTa HaxoXKaeHna POCCHA

MpW3HaK akkpeamTaLum Oa

[lOKyMeHTbl, NpeACcTaBNeHHbIE 3aABUTE/IEM

Opo6peHne TMNa TPaHCNOPTHOTO cpeacTBa/oaobpeHmne TUNa Wwaccu

CTpaHa mecTa HaxoXaeHuna POCCHA

QR - Koa
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