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CTOMAPT

DENTAL SOLUTIONS

OcHoBHbIe cBeaeHus

Twun gexknapaumm

TexHuyeckue pernameHTbl

Mpynna npoaykuuu EA3C

Cxema AeKknapmpoBaHuma

Tun o6beKTa AeknapupoBaHmn

[Aeknapauua o cooTBeTCTBUUN
Cratyc geknapauum

PerMcrTpaumoHHbI HoMep AeKnapauum o
COOTBETCTBUU

[aTa perucrpaumu aeknapauum

[aTta OKOHYaHUA AeCTBUA AeKnapauum o
COOTBETCTBUMN

CBoboaHOE pacnpocTpaHeHme NPoAYKLMN He
orpaHMuYeHo 3aKoHoAaTeNbCTBOM PP

3aasurtenb

Tun 3aasutena
Twun gexknapaHTa

OCHOBHO rocyAapCTBEHHbIN PErMCTPALLMOHHbIN
HoMep topuanyeckoro anua (OrPH)

NaeHTUPUKALMOHHDIA HOMepP HanoronnaTesbliMKa
(MHH)

OpraHu3auMoHHO-NpaBoBas popma

MonHoe HauMeHoBaHWe PUANYECKOro AL
CoKpalleHHOe HavMeHOBaHMNE IPUANHECKOTO /IMLA
damumnna pykoBoanTeNA LOPUANYECKOro ML

Nma pykoBoauTena topnanveckoro amua
OTYeCcTBO PyKOBOAUTENA OPUANYECKOrO AN
[onxkHOCTb pyKoBoAUTENA

Appec

A,cl,pec MeCTa HaxoXaAeHnAa

KoHTaKTHble AaHHble

Homep TenedoHa

Appec 3N1eKTPOHHOW NOoYTbI

CBeaeHUA O roCcyfapcTBEHHOM perucTpauum
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[eknapauna o cooTBeTcTBUUN TPebOBaAHUAM TEXHUYECKOTO PernameHTa
EBPa3sniACKOro 3KOHOMMUYECKOTO CO3a (TEXHMYECKOro pernameHTa
TamoXeHHOro coto3a)

TP TC 004/2011 O 6e30MacHOCTV HU3KOBOJ/IbTHOrO 06OPYA0BaHMA

TP TC 020/2011 neKkTpomarHMTHas COBMECTMMOCTb TEXHUYECKUX CPEACTB
Hu3KkoBoIbTHOE 060PYA0BaHNE, He BK/IOYEHHOE B [lepeyeHb NpoayKumu,
noanexauei ceptudmkaumm K TP TC 004/2011

TexHunyeckme cpeacTsa, He BKAOYEHHbIe B [lepeyeHb NpoayKumm,
nognexauen ceptudmkaumm K TP TC 020/2011

1n

CepuiHbIN BbINYCK

Jewncteyet

EASC N RU A-CN.PA06.B.26385/23

08.08.2023

07.08.2028

[a

KOpnanyeckoe nnuo
YNO/IHOMOYEHHOE U3roTOoBUTENEM NLO

1187847244573

7804626640

ObLecTBa € OrpaHUYEHHOMN OTBETCTBEHHOCTbLIO

OBLLIECTBO C OTPAHUYEHHOWM OTBETCTBEHHOCTbLIO "MEALLION"
000 "MEALWoN"

CopoKuH

Hukuta

Uropesuy

leHepasnbHbI AUPEKTOP

199178, Poccus, ropog CaHKT-MeTepbypr, BH. TEP. I. MyHULMNANbHbIN OKPYT
Bacunbesckuid, 17-a anHna B.O., gom 54, kopnyc 17, nutepa E, oduc 2.2.17

+7 9522753415

zakaz@medshop.pro
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HanmeHoBaHue OpraHa, 3aperncrpnposasliero
OpraHn3auuio B KavyecTtee opnandyeckoro mua

[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 NAOLWALKH

MekpaioHHas nHcnekuusa PepepanbHoi HanoroBom cnykobbl Ne15 no CaHKT-
MeTepbypry

31.08.2018
31.08.2018
780101001

MHocTpaHHOEe Anuo
Het

Guangzhou RebornEndo Medical Instrument Co., Ltd.

Het

Kutait, Room 309, Building No.5, No.2 Xingye Road, Nansha District.
Guangzhou City, Guangdong Province, China

Kutait, Room 309, Building No.5, No.2 Xingye Road, Nansha District. Guangzhou City, Guangdong Province, China

AZpec Npon3BOACTBa NPOAYKLMM

lNonHoe HanmeHoBaHKWe

CsBepeHusa o npoAaykuuu
MpoucxoxKaeHue NPoAYKL MM
Obluee HavMeHOBaHMe NPOAYKLMM

Obuwue ycnosumsa xpaHeHUa NPoAyKLMUM

Kutait, Room 309, Building No.5, No.2 Xingye Road, Nansha District.
Guangzhou City, Guangdong Province, China
Aapec mecTa ocylLecTBAeHUA AeATeNbHOCTU NO U3rOTOBEHUIO MPOAYKLUN:

KUTAN
NOSUMEPU3ALMOHHAA TAMMA M-CURE 9, M-CURE 1

[laTa n3roToB/ieHWA, CPOK CYKObI, YCNOBUA XPaHEHUA YKa3aHbl B
npunaraemoi K NpoAyKLUM TOBapOCONPOBOAMUTENBHOMN AOKYMEHTALMMU U/ Uau
Ha ynaKoBKe U/Wau Kaxaon eguHuLLEe NPOAYKLUMM

CeepeHusa 06 0603HaueHUU, naeHTUGUKaLUU U JONONHUTENbHAA MHPOPMALUA O NPOAYKLUN

HavmeHoBaHMe (0603HaueHne) NpoayKLumum

MHas uHpopmaLma o NpoayKLmm

Kog TH B3/, EASC

EavHMua npoAayKTa

EanHULA M3mepeHua

NOJIMMEPU3ALUMOHHAA NTAMIMA M-CURE 9, M-CURE 1

[eknapauna cOOTBETCTBMA PaCNpPOCTPAHAETCA Ha NPOAYKLMIO,
W3roTOBJIEHHYIO C AaTbl U3roTOBNEHUSA O0TOBPaHHbIX 06pa3LoB (Npob)
NPOAYKUMW, MPOLELLNX UCCNeA0BaHUA (UCNbITaHWA) U U3MEPeHus,

YKa3aHHyo B aKkTe(ax) oTbopa
8539490000

LITYKa

CraHAapTbl U UHbIE HOPMATUBHbIE AOKYMEHTbI, NPUMEHAEMbIE NPU NOATBEPXKAEHUN COOTBETCTBUA

Cranpapt 1

0603HayeHue cTaHaapTa, HOPMATUBHOTO
[OKyMeHTa

HavmeHoBaHue cTaHaa PTa, HOPMAaTUBHOIO
AOKYMEHTa

CraHpaprt 2

rocCT 12.2.007.0-75

"Cuctema cTaHgapToB 6e30NacHOCTU TPyAa. M34enmns anekTpoTeXHUYEeCcKHe.
O6wme TpeboBaHUs 6eszonacHocTn"
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0O603HaueHue cTaHaapTa, HOPMaTUBHOTO [OCT 30804.6.2-2013
AOKYMEHTa
HanmeHoBaHwWe cTaHgapTa, HOPMATUBHOTO "COBMECTUMOCTb TEXHUYECKUX CPEACTB SNEKTPOMArHMTHaA. YCTOMUMBOCTb K
AOKYMEHTa 3/IEKTPOMArHUTHbIM NOMEXamM TEXHUYECKUX CPeacTB, NPUMEHAEMbIX B
Pasgen (MyHKT, NOANYHKT) CTaHAapTa, pasgen 8
HOPMAaTUBHOrO AOKYMEHTa
CraHnpapt 3
O603HavyeHue cTaH4apTa, HOPMATMUBHOIO [OCT IEC 61000-6-4-2016
AOKYyMeHTa
HavmeHoBaHwWe cTaHfapTa, HOPMATUBHOTO "IneKkTpomMarHuTHas coemecTMmocTb (3MC). Obwume ctaHaapTbl. CTaHaapT
AOKYMeHTa 3/1eKTPOMArHUTHOM 3AMUCCUM ANA NPOMbILIEHHbIX 06CTaHOBOK"
Pasgen (NyHKT, NOANYHKT) CTaHAApPTa, pasgen 7

HOPMaTUBHOrO JOKYMeHTa
UccneposaHuA, UCNbITaHUA, U3MepPeHUa

UcnbitaTenbHaa nabopatopus

Na6opatopusa 1

HavmeHoBaHWe ucnbiTaTelbHOM nabopaTopun UcnbiTaTenbHas nabopatopus «Kayectso MpoayKumm», aTTectaT akkpeamMTaLumm
POCC RU.31881.04TECO.NN1024

Afpec mecTa oCyLLeCcTBAeHUA AeATeIbHOCTHU 190005, POCCUA, T. CAHKT-NETEPBYPT, BH.TEP.I. MYHULUMNANIbHbIA OKPYT

Npoun3BOACTBEHHON NabopaTopumn M3MAWMIOBCKOE, 6-4 KPACHOAPMEWCKAA Y/1., 1. 5-7, INTEPA A, YACTb
NMOMELL. 3-H, KOM. 28-29, 0. 201A

MpoToKon uccnepoBaHus (MUCNbITaHUA) U U3MepeHUn
[aTa npoTokona 08.08.2023

Homep npoToKkona KMA22--16751

[oKymeHTbI, Npeanonaraemble CXeMoi AeKNapmMpoBaHUa
TP TC 004/2011

UHble BOKYMEHTbI

HanmeHoBaHWe fOKymeHTa [loroBop ynosaHOMOYeHHOro Anua
Homep AoKymeHTa 6/H

[aTta oKymeHTa 28.06.2023

TP TC 020/2011
WHble [OKYMEHTbI

HanmeHoBaHWe fOKymeHTa Jorosop ynoAHOMOYEHHOro inya
Homep AoKymeHTa 6/H

[aTta foKymeHTa 28.06.2023

WccnepoBaHue TMNA NpoayKLmm

3akntoueHue o6 unccaeaosaHnn Tuna npoaykumum

CTpaHa mecTa HaxoXKaeHna POCCHA

MpW3HaK akkpeamTaLum Oa
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[ OKymMeHTbl, NpeAcTaB/eHHble 3aaBUTEeNIeM

[oroBop Ha BbinonHeHUe GpyHKLMUIA MHOCTPAHHOIO U3roTOBUTENA

Homep gorosopa 6/H
[aTa porosopa 28.06.2023
MNpeamet porosopa Jorosop ynonHOMOYEHHOro AnLa

Opo6peHne TMNa TPaHCNOPTHOrO cpeacTsa/oaobpeHmre TMNa waccu

CTpaHa mecTa HaxoXXaeHua POCCHA

WHble AOKYMEHTbI, NpeacTaB/eHHble 3aaBUTeNeM

MpunoxeHue KaTeropua goKymeHTa Ha3zBaHune AoKymeHTa Homep fokymeHTa [aTta foKkymeHTa
Opyroe Jlorosop ynonHOMO4YEHHOro 6/H 28.06.2023
nmua
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