[ H [ EBPA3UACKUA 3KOHOMUYECKUA COIO3
OEKNAPALIUA O COOTBETCTBUU

3asButenn: OBLLUECTBO C OrPAHMYEHHOW OTBETCTBEHHOCTbLIO "MH®POPMALIMOHHO-
TEXHUYECKUI LIEHTP MHTEMPA", Mecto HaxoxaeHus: 129301, Poccusi, ropoa Mocksa, NpocnekT
Mupa, Oom 186, Kopnyc 1, MNMomeweHne 4, OM'PH: 1107746044922, Homep TenedoHa: +7 4993501133,
ALpec anekTpoHHOW noyThl: greenli@bk.ru

B nuue: N'eHepanbHbIn gnpekTop AreeHko Muxaun Banepbesuny
3aaBnaeT, uto CrtumynaTtop HepsoB 1 Mbiwy, WalkAide Il Patient Kit

, CtumynsaTtop HepsoB n Mbiwy, WalkAide |l Patient Kit, aptukyn: Mogene: XFT-2001E
UsrotoButenb: Shenzhen XFT Medical Limited, MecTto HaxoxaeHus: Kutan, Room203, Building 1,
Biomedicine Innovations Industrial Park, #14 Jinhui Road, Pingshan New District, Shenzhen,

Kogbl TH B3, EASC: 9019109009

CepurHbIn BbINYCK,

CootBetcTBYeT TpeboBaHuam TP TC 020/2011 OnekTpomarHuTHas COBMECTUMOCTb TEXHUYECKNX
cpencrte

Heknapauunsa o cooTBeTCTBUU NMPUHATA HAa OCHOBaHUN nNpoTokorsa 2021-SPR-09-0597 BeiaaH
03.09.2021 ucnbiTatensHon nabopatopuen "VcneiTatenbsHasa nabopatopusa ObLlecTsa ¢ orpaHUYEHHOM
otBeTcTBeHHOCTbIO "POHLOO", atTectat akkpeamTtaummn POCC RU.32452.04LUIMA0.005 ot "; Cxema
AeknapvpoBaHus: 14;

D,OHOHHVITeﬂbHaH VIH(bOpMaLI,VIH CTaHAapThbl U MHblE HOPMAaTUBHbIE AOKYMeHTbI: pasgen 8 TOCT 30804.6.1-2013 (IEC 61000-6-1:2005),
"COBMECTUMOCTb TEXHUYECKUX CpeacTB ANeKTpoMarHTHas. YCcTOM4YMBOCTb K ANEKTPOMarHUTHbIM NoMexam TEXHUYECKUX CpenCTB, NPUMEHAEMbIX B XUIbIX,
KOMMepYeCKnX 30Hax U Npou3BOACTBEHHbIX 30HaX C Manbim 3Hepr0n0Tpe6neHmeM. Tpe6OBaHMF| M MeToAbl UcnbiTaHuin"; Ycnosusa u CPOKWU XpaHeHus: Ycnosusa
XPaHEHUS: MPOAYKUMS XPaHWUTCS B CYyXUX, NPOBETPUBAEMbIX CKIafACKuX nomeLleHunsx npy temnepatype ot 0 °C go +30 °C, npy OTHOCUTENbHOWM BNaXXHOCTU BO3ayxa
He 6onee 80 %. Cpok xpaHeHus (Cnyx6bl) YkasblBatoTCs B Npuiaraemon K NpoayKLMU TOBapOCONPOBOANTENBHON U/UMK 3KCNyaTaUuMOHHOW AOKYMEHTauUWN.
[deknapauusa o COoTBeTCTBUM AeNCTBUTeNbHA ¢ AaThkl peructpauum no 05.09.2026
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PerncrpaunoHHbIn HOMEp AeKnapauum 0 COOTBETCTBUMU: EASC N RU -CN.PA01.B.35824/21
[arta peructpauum geknapauum o COOTBEeTCTBUM: 08.09.2021
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K AEKINAPALIUN O COOTBETCTBUU Ne

NPUNOXEHUE

Ha npoaykuuto

EASC N RU [I-CN.PA01.B.35824/21

kop, OK OKNpA 2

koa TH B3

HaumeHoBaHWe NpoAyKUUUN U UHbIE
cBeAieHUs 0 NpoayKuum,
obecneuunBarolme ee naeHTUPUKaLUIO

O6Go3HayeHue AOKYMeHTauuu, no
KOTOPOM BbiNyCKaeTcA NpoayKums

Ctumynatop HepsoB 1 Mbiw, WalkAide |l
Patient Kit
UHble cBeaeHunna: Mogenb: XFT-2001E

CraHpapTbl U UHble HOPMAaTUBHbLIE
AOKyMeHTbI: pa3gen 8 NOCT
30804.6.1-2013 (IEC 61000-6-
1:2005), "CoBmecTUMOCTb
TEXHUYECKNX CPeacTB
afiekTpomMarHMTHaga. YCToM4YmMBOCTb K
3NEeKTPOMAarHMTHbLIM NoOMexam
TEXHUYECKNX CPEACTB, MPUMEHSAEMbIX
B XXWUJIbIX, KOMMEPYECKMNX 30HAX U
NPOM3BOACTBEHHbIX 30HAX C MarbiM
3HepronoTpebneHvem. TpeboBaHus
n MeToAbl UCnbITaHNIA";

PykoBogutenb (ynosHOMOYEHHOE UM N1L,0)
opraHa, perucTpupyroLlero geknapaumio o

Mn

cooTBeTCTBUMN

Cneuuvanuct (cneumnanucTbl) y4acTBYHOLWMUNA B
npouecce NoATBEPXKAEHUA COOTBETCTBUA

Crpanuna 1



Mn

NPUNOXEHUE
K AEKINAPALIUM O COOTBETCTBUU Ne EA3C N RU [1-CN.PA01.B.35824/21

M3rotoBuTenen, BXogsLwmx B COCTaB TpaHCHaU,I/IOHaJ'IbHOVI KOMMNaHUn

dunmanos n3rotoBuTenemn

PykoBoautens (ynoniHOMoO4eHHOe UM J1LO)
opraHa, permcTpuvpyiollero Aeknapaumio o
COOTBETCTBUMU

Cneuuvanuct (cneumnanucTbl) y4acTBYOLWMWNA B
npouecce NoATBEPXAEHUA COOTBETCTBUA

Crpanuna 1



NPUNOXEHUE
K AEKINAPALIUM O COOTBETCTBUU Ne EA3C N RU [1-CN.PA01.B.35824/21

Ha CTaHOapTbl U UHbIE OOKYMEHTbI, NTPUMEHEHHbIe Npu AeKnapnposaHn

O6o3Ha4eHue n Pasgen (NyHKT, NOANYHKT) JononHutenbHbIe cBeAeHUsA
HaMMeHoBaHWe cTaHpapTa, cTaHAapTa, HOPMaTUBHOIO O cTaHAapTe, HOPMAaTUBHOM
HOPMaTMBHOIO AOKYMEHTa DOKYMeHTa DOKYMeHTe

"COBMECTUMOCTb TEXHUYECKMNX
CPEeACTB 3NeKTpoOMarHnTHas.
YCTOMYMBOCTb K
3NEKTPOMAarHUTHbLIM NOMEXam
TEXHUYECKNX CPEACTB,
NPUMEHSIEMbIX B XWUIbIX,
KOMMEPYECKMX 30HaX U
NPON3BOACTBEHHbIX 30HAX C
MarnbIM 3HepronoTpebneHnem.
TpeboBaHusa n metogbl
ncnbiTaHun”, pasgen 8 FOCT
30804.6.1-2013 (IEC 61000-6-

1:2005)
PykoBogutenb (ynosIHOMOYEHHOE UM N1L,0)
opraHa, perucTpupyroLlero aeknapaumio o
COOTBETCTBUM
mn

Cneuuvanuct (cneumnanucTbl) y4acTBYHOLWMUN B
npouecce NoATBEpPXAEeHUSI COOTBETCTBUA

Crpanuna 1



NMPUNOXEHUE CBOEOAHON ®OPMbI
K AEKINAPALIAM O COOTBETCTBUU NeEASC N RU [1-CN.PA01.B.35824/21 | BpEAJC(TP).

MpunoxeHue

Onucanue

Mpoaykuus

oKnAa2: , TH B34: 9019109009, OcHOBHbIe cBeAeHUs:
Ctumynatop HepsoB 1 Mbiwy, WalkAide Il Patient Kit,
Mopenb: XFT-2001E, , UHble cBegeHun:, CTaHaapTbl U
MHble HOPMaTUBHbIe AOKYMeHTbI: pa3gen 8 FOCT
30804.6.1-2013 (IEC 61000-6-1:2005), "CoBMeCcTUMOCTb
TEXHUYECKNX CPEACTB 3NeKTpoOMarHuTHasi. YCTOMYMBOCTD K
3NEeKTPOMAarHMTHbIM NOMeXam TEXHUYECKUX CPeacTB,
NPUMEHSIEMbIX B XUMbIX, KOMMEPYECKMX 30HaX U
NMPOMN3BOACTBEHHbLIX 30HAX C MasibiM 3HepronoTpebdneHnem.
TpeboBaHUsa U MeToabl UchnbITaHMA"

UccnepoBaHus, UcnbITaHUS,
nsmepeHus (MUccnepoBaHus,
UCNbITaHUA, U3MepPeHUsl)

MpoTtokon: 2021-SPR-09-0597, BbigaH 03.09.2021,
ucnbiTaTteNnbHOM nabopartopuen: VicnbitatenbHas
nabopatopus ObuiecTBa ¢ orpaHN4eHHOM
oTBeTcTBeHHOCTLI0 "POHLQ", atTecTaT akkpeautTaumm
POCC RU.32452.04L11A0.005 o1, Agpec: 115580, Poccus,
ropoa Mockea, ynuua Mycel xanunsa, gom 29 kopnyc 1,
nomMelleHne 2, komHaTa 3

MHble 4OKYMEHTHI,
npeAcTaBneHHbIe
3aaButenem (JokyMeHThblI,

PykoBoautenb (ynoriHOMo4YeHHOe UM
NUL0) opraHa, perucTpupyroiero
AeKnapauuio 0 COOTBETCTBUM

M.M.

Cneuuvanuct (cneunanucTbl)
y4yacTByOLWMIA B npouecce
noATBePXAEHUS COOTBETCTBUSA




