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Oekna pauun 0 cooTBeTCTBUU

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
OT4YEeCTBO PYKOBOAUTENS IOPUANYECKOTO NNLA
LonKHOCTb pyKoBOANUTENSA

Appec

Afpec mecTa HaxoXKaeHua

KoHTaKTHble gaHHble

Homep TenedoHa
AZpec 31eKTPOHHOW NOoYTbl

CBegeHMA O rocyfapCcTBEHHOM perucTpauum

HanmeHoBaHMe OpraHa, 3aperncrtpmposasllero
OpraHn3auuto B Kayectese HOPUANYECKOro nua

[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-CN.PA02.B.78850/22

30.03.2022

29.03.2027

Ja

HOpunanyeckoe amuo
YNonHOMOYeHHOe N3roToBuTenem Anuo

1027700512212

7715059453

ObLecTBa € OrpaHUYEeHHOM OTBETCTBEHHOCTbLIO

OBLECTBO C OFPAHMYEHHOW OTBETCTBEHHOCTbIO "®UPMA BCT-3"
000 "®UPMA BCT-3"

BpoHuH

Oner

Dpunapnxosny

leHepasbHbI AUPEKTOP

127224, Poccusa, ropog Mockea, npoesg CTyaéHbii, 4om 32, cTpoeHue 2, odpuc
355

+7 4954856463

bronin@bst-3.ru

MeskpaoHHasa nHcnekuma PepepanbHoM HanoroBon cnyko6bl Ne 46 nor.
Mockse
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[aTa perncrtpaumnm B Kadectse HOJ1
[aTa npucsoeHma ONPH

Kog, npuumnHbl nocTaHoBKK Ha yyeT (KMM)

U3rotoButenb

Tvn nsrotosutens

CoBnagaert ¢ 3aABUTE/IEM

MonHoe HanmeHoBaHUe

Appec

3apernctpupoBaHo Ha Tepputopum EASC

Ap,pec MeCTa XXUTENbCTBA

MpoussoacTBEHHbIE NNOLWAAKN

01.01.2008
09.12.2002

771501001

MHocTpaHHOe Anuo
Het

"ZUMAX MEDICAL CO., LTD"

[a

Kutait, No.5, Zhiying Street, Suzhou New District, Suzhou City, Jiangsu Province

KuTtait, No.5, Zhiying Street, Suzhou New District, Suzhou City, Jiangsu Province

Afpec Nnpon3BoACTBa NPOAYKLMK
lNonHoe HanmeHoBaHKWe
CeeaeHMA 0 NpoayKuUmn

MpoucxoxKaeHne NpoayKumum

Obuiee HaMmeHOoBaHMe NPOAYKLUK

Obuwue ceegeHna 06 obnacTu NPUMEHeHuUA
npoayKuun

Obuwue ycnosumsa xpaHeHUa NPoAyKLMUM

O6Lwwue ycnoBumA aKCNAyaTaLmm NpoayKLum

Kutai, No.5, Zhiying Street, Suzhou New District, Suzhou City, Jiangsu
Province
AZpec mecTa OCyLLEeCTB/IEHMA AeATeNbHOCTM N0 U3roTOBIEHWIO MPOAYKLUMM:

KUTAN

MMKpPOCKON CTepeoCKoNMYecKuin onepaunoHHbiin OMS B BapraHTax
WCNONHEHMUA, C NpUHaanexHoctammn, mogenn OMS 2350, OMS 3200, OMS
2380, OMS 2050, OMS 2360, OMS 2000

OKnNJA 2 (OK 034-2014 (KMEC 2008)) - 26.70.22.150

Ycnosus xpaHeHus npogyKumm B cootsetcteum ¢ FTOCT 15150-69 "MawwuHbl,
npubopbl U gpyrue TexHnyeckne nsgenuns. cnonHeHma ana pasnanyHbIxX
KAMMaTUYECKUX patoHOB. KaTeropmu, ycnoBumaA sKCNNyaTauumn, XpaHeHUa 1
TPAHCNOPTUPOBAHMA B YACTN BO3AENCTBUA KIMMATUYECKUX GAKTOPOB
BHelLHel cpeabl"”

YcnoBus XpaHeHUA KOHKPETHOIO U34enna, CPOK XpaHeHuA (cnybbl)
YKa3blBalOTCA B NpUIaraemoi K NpoayKLmMmM TOBapoCONpOBOANUTEbHOW U/Uan
3KCM/IYaTaLMOHHOM AOKYMEHTALMUN

CeepeHusa 06 0603HaueHUU, naeHTUGUKaLUN U 4oNoNHUTENbHAA MHPOPMALUA O NPOAYKLUN

HavmeHoBaHue (0603HaueHne) NnpoayKumm

Kog TH B3/ EASC

MMWMKpPOCKON CTEPEOCKOMNUYECKUI onepaunoHHbln OMS B BapuaHTax
MCMONHEHUA, C NPpUHaANeXXHocTaAMKn, mogenan OMS 2350, OMS 3200, OMS
2380, OMS 2050, OMS 2360, OMS 2000

9011109000

CTaHAaprI U UHble HOPMATUBHbIE AOKYMEHTbI, TpumeHAaemble Npu noaTBep>X4eHUU COOTBETCTBUA

Cranpapr 1

0O603HauyeHune cTaHaapTa, HOPMaTUBHOTO
[OKyMeHTa

HavmeHoBaHMe cTaHAapTa, HOPMATUBHOIO
[OKyMeHTa

CraHpaprt 2

rOCT 30804.3.2-2013

"COBMECTUMOCTb TEXHUYECKUX CpeacTB 3N1eKTPOMArHMUTHaA. IMMCCUA
rapMOHUNYECKUX COCTAaBNAKLWMNX TOKA TEXHUYECKMMU CpeacTtBamu C
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0603HauyeHue cTaHAapTa, HOPMATUBHOTO
[OKyMeHTa

HavmeHoBaHue cTaHaa PTa, HOPMAaTUBHOIO
AOKYMEHTa

CraHnpapt 3

0O603HauyeHne cTaHAapTa, HOPMATUBHOTO
[OKYMeHTa

HavmeHoBaHMWe cTaH4apTa, HOPMATUMBHOIO
[OKYMeHTa

CraHnpapt 4

0O603Ha4yeHuWe cTaHgapTa, HOPMATUBHOTO
[OKyMeHTa

HanumeHoBaHMe cTaHAapTa, HOPMATUBHOIO
[OKyMeHTa

CraHpapt 5

0603HayeHue cTaHaapTa, HOPMATUBHOTO
[OKyMeHTa

HavmeHoBaHue cTaHaa PTa, HOPMAaTUBHOIO
AOKYMEHTa

rOCT 30804.3.3-2013

"COBMECTMMOCTb TEXHUYECKUX CPEACTB SNEKTPOMarHuTHaa. OrpaHuyeHune
N3MEHEHWI HanpsKeHUs, konebaHui HanpsaxKeHua n danKepa B

rOCT 30804.4.2-2013 (IEC 61000-4-2:2008)

"COBMECTMMOCTb TEXHUYECKMX CPEACTB 3/1eKTPOMArHUTHas. YCToMuMBOCTb K
3/1eKTPOCTaTUYECKUM pa3pagam. TpeboBaHUA M MeToAbl UCMbITaHUIA"

rOCT 30804.4.3-2013 (IEC 61000-4-3:2006)

"COBMECTMMOCTb TEXHUYECKUX CPELCTB 3/1EKTPOMArHMTHasn. YCTOMYMBOCTb K
PaAMoYaCTOTHOMY 3N1EKTPOMAarHMTHOMY nosto. TpeboBaHMA U MeToAbl

FOCT 30804.4.4-2013 (IEC 61000-4-4:2004)

"CoBMECTUMOCTb TEXHUYECKUX cpeacTtB 31EKTPOMAarHnTHasa. YcTOMYMBOCTb K

HaHOCEKYHAHbIM UMMNY/TbCHbIM MOMEXaM. Tpe6OBaHVI$| N metoabl l/ICI'IbITaHVIl‘/"II
UccnepoBaHua, UCNIbITaHUA, U3MeEPEHUA

WUcnbiTaTenbHas nabopartopusa

Na6opatopusa 1

HavmeHoBaHWe ucnbiTaTeNbHON nabopaTopun MUcnbitaTenbHas nabopatopusa Obwectsa ¢ orpaHMYEHHOW OTBETCTBEHHOCTbIO
"MPOU3BOACTBEHHbIN LLEHTP UCMbITAHUI "ATPUYM", aTTecTaT akkpeauTaLmm
POCC RU.32001.041MB®1.1UN27 o1 05.03.2021

101000, Poccus, ropos Mocksa, nep KonnayHblii, 4om 6 cTpoeHue 5, nomelieHne
I, KomHaTa 306

Appec mecTa oCyLLecTBAEHUS AeATeNbHOCTU
npo13BOACTBEHHON NabopaTopum

MpoToKon uccnepoBaHua (UcNbITaHUA) U U3MepeHUa

[aTa npoTokona 30.03.2022

Homep npoTokona ATP/072021/1N1944

[ OKyMeHTbl, npeanonaraemble CXeMOI AeK1apupoBaHUa
TP TC 020/2011
WccnepoBaHue TMNA NpoayKLMU

3aKknoueHue 06 uccnepoBaHUM TUNA NPOAYKLUM

CTpaHa mecTa HaxoXaeHuna POCCHA

Mpn3HaK akkpeanTauum [a

CepTuduKaT Ha TUN NPOAYKLMUM

CeptudukKar 1
CTpaHa mecTa HaxoXKaeHna POCCHA
MpW3HaK akKkpeauTaumm Ja
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[ OKymMeHTbl, NpeAcTaB/eHHble 3aaBUTEeNIeM

[oroBop Ha BbinonHeHUe GpyHKLMUIA MHOCTPAHHOIO U3roTOBUTENA

Homep pgorosopa
[ata gorosopa

Mpeamet forosopa

BST-15-2012/1

17.05.2019

Opo6peHne TMNa TPaHCNOPTHOrO cpeacTsa/oaobpeHmre TMNa waccu

CTpaHa MeCTa HaXxoXaeHunA

POCCHA

WHble AOKYMEHTbI, NpeacTaB/eHHble 3aaBUTeNeM

MpunoxeHue KaTeropua goKymeHTa

Apyroe

Apyroe

Lpyroe

Lpyroe

Apyroe

Apyroe

Ha3zBaHune AoKymeHTa

[orosop Ha BbINoAHEHWE
GYHKUMI MHOCTPAHHOTO
n3rotToBuTeENA

TaoxeHHan aeknapauma

Mucbmo Ha BBO3 06pasLoB

[Jorosop c UcnbiTatenbHOM
nabopaTopuei

MacnopT usgenus

PykoBozcTso no
aKcnayaTauum

Homep fokymeHTa

BST-15-2012/1

10013160/130322/315
1762

0026/02/-2022

18/02/-2022

6/H

6/H
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[orosop Ha BbinoAHeHWe GYHKUMIA MHOCTPAHHOIO M3roToBUTENSA

[aTta foKkymeHTa

17.05.2019

18.03.2022

17.02.2022

17.02.2022

24.12.2021

13.04.2018
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