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[aTta nogauun 3aaBneHuUn 13.03.2020

Homep 3aABieHUA Ha AeKnapauuio 211

Tun geknapaymm Jeknapauns o COOTBETCTBUM NPOAYKLMM, BKAOYEHHOW B EAMHbIN NepeyeHb
npoayKkummn Poccuiickoint Pepepauymm

EAVHbIV NnepeyeHb npoayKunmn PO O6opypoBaHue CTEPUIM3ALNMOHHOE

Cxema geknapmpoBaHuA 1n

Tun o6bekTa AeKNapupoBaHUA CepuiiHbIN BbIMYCK

[Adeknapauua o cooTBeTCTBUUN

Cratyc geknapauum ApXMBHbIN

PerncrpayMoHHbIM HoMep AeKknapaumm o POCC RU A-CN.HX37.B.00211/20
COOTBETCTBUM

[aTta nogauu 3asBneHua (NpeaocTaBieHma 13.03.2020

AeKnapaumm)

[aTa perncrpauunm geknapaumm 13.03.2020

JaTta oKOHYaHUA AeCTBUA AeKnapauum o 12.03.2023

COOTBETCTBUM

CsobogHOe pacnpocTpaHeHUe NPOAYKUMMN He Ja

orpaHMYeHo 3aKoHoaaTeNnbCTBOM PP

Jlnuo, 3apeructpupoBasLiee geKiapaumio

damunua nmua, NnoANMCcaBLLEro AeKaapauymto JaHnnosa

Nma nnua, nognmcasliero geknapaumo JopuHa

OTuecTBO /INLLA, NOANUCABLUErO AeKaapaumio MpekoBHa

BbinonHaemble pyHKLMM A1LA, NOANMCABLLErO 3amecTutens pykosoantena
OeKnapaunio

3aasutenb

Tun 3assutens HOpuamnyeckoe nmuo

Tun geknapaHTa YNo/sHOMOYEeHHOE U3roToBUTENEM NLO
OCHOBHO rocyA,apCTBEHHbIV PETMCTPALLMOHHbIN 1025500980240

HoMep topuandeckoro anua (OrPH)

NaoeHTUPUKALMOHHDBIV HOMep Hasnoronnatenbwmka 5504055752

(MHH)
OpraHu3aumoHHo-NpaBoBas popma ObLecTBa € OrpaHUYEHHOM OTBETCTBEHHOCTLIO
MonHoe HaMmeHoBaHWE PUANYECKOTO AMLA O6wecTBO C OrpaHNUYeHHOM oTBETCTBEHHOCTbIO "MonneHTa"

CoKpallleHHoe HaumeHoBaHue opuandeckoro anua 000 "MonnfeHTa"

damununa pykoBoaUTENA HOPULMYECKOTO NLLA LYAK

Nma pykosBoauTena opuandeckoro nua BACUINI
OT4YecTBO PyKOBOAUTENA HOPUANYECKOTO ANLLA BACUNTbEBUM
JonxHocTb pykoBoAnTENA OnpekTtop
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Appec

Afpec mecTta HaxoXaeHuA

KoHTaKTHbIe AaHHble

Homep TenedpoHa
Anpec aNeKTPOHHOM NOYTbI

CeegeHuUA 0 rocyAapcTBEHHOM perncTpauum

HanmeHoBaHue OpraHa, 3aperncrpnposasliero
OpraHn3auuio B KavyecTtee opnandyeckoro nua

[aTa perncrtpaumnm B Kadectse HOJ1
[aTa npucsoenma ONPH

Kog, npuumnHbl nocTaHoBKK Ha yyeT (KMM)

U3rotoButenb

Tvn nsrotosutens

CoBnagaert ¢ 3aABUTE/IEM

MonHoe HanmeHoBaHUe

Appec

3apernctpupoBaHo Ha Tepputopum EASC

Ap,pec MeCTa XUTENbCTBA

CBeaeHMA 0 NpoayKuUmn
MpouncxoxxaeHne NpoayKunm

Obuiee HaMmeHOoBaHMe NPOAYKLUK

644043, POCCUA, OB/IACTb OMCKAA, rOPO4 OMCK, YIULA
BOJ/IOHAEBCKAA, A0OM 19/, NTOMELLEHME 1N

+7 3812226439

manager@polydenta.ru

MekpaioHHas nHcnekumsa PegepanbHol HaloroBon cnyxkb6bl Ne 12 no
OmcKol obnactn

15.09.2007
05.11.2002

550301001

MHocTpaHHOEe Anuo
Het

Zhejiang Getidy Medical Instrument Co. LTD

[a

Kutait, Duancun, Dongnan Industrial Zone, ShuxiStreet, Wuyi, Jinhua, Zhejiang
321200, China

KUTAN

0O60pya0BaHMe CTEPUIN3ALMOHHOE:

CBepeHua 06 0603HaueHUN, MAEHTUOUKALMU U A0NONHUTENbHAA MHPOPMALMA O NPOAYKLUU

HavmeHoBaHMe (0603HaueHne) NnpoayKumum

Koabl OKMA 2
Koa TH B3/ EA3C

CpOK XpaHeHuA

CrepuamsaTtop meguLMHCKUIM napoBoi Getidy ¢ npuHagnexxHocTaAMM:
BapuaHTtbl ucnonHeHna: KD-8-A, KD-12-A, KD-18-A, KD-23-A
MpuHagnexHocTn: 1. YCTPOCTBO yAbTpasByKoBoM ouncTtkm (KDC-120 mnu
KDC-200B) 2. YcTpoiicTBO BOAOMNOATOTOBKM A4 CTEPUIM3aTOPOB
(anctunnaTtop)(KDZ-4000) 3. YCTPOICTBO YNaKOBKM NPOCTEPUNN30BAHHBIX
nsgenuii (KDF-500) 4. NpuHTep peructpupyrowmin (SP-POS 58) 5. JloTku
ANA UHCTPYMeHTOB — 3 WT. 6. MpegoxpaHutenn — 2 wt. 7. Pyyka —

AeprKaTesib ANs NOTKOB 8. DieKTpUYeckuit WHyp 9. peHaxHan Tpybka 10.

Pe3nHoBOEe ynnoTHUTENbHOE KonbLo 11. CTolika gns notkos 12.
MHCTpYKuMsA no akcnayaTtaummn 13. FapaHTUIHBIN TanoH
32.50.12.000

8419200000

CPOK XpaHeHMs (cny6bbl, rO4HOCTM) YKa3aH B Npuaaraemom K NpoayKumm
TOBapPOCONPOBOAUTENBHOW W/UAM SKCNIYaTaLUMOHHOW AOKYMEHTaLNN

CraHpapTbl U MHbIE HOPMATUBHbIE AOKYMEHTbI, MPUMEHAEMbIe MPU NOATBEPKAEHUUN COOTBETCTBUA

CraHnpapr 1

0603HauyeHne cTaHAapTa, HOPMATUBHOTO
[OKYMeHTa
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Pasgen (MyHKT, NOANYHKT) CTaHAAPTa, Pasgensi 3, 4
HOPMATMBHOTIO AOKYMEHTa

CraHpaprt 2

O603Ha4yeHue cTaH4apTa, HOPMATUBHOIO FOCT22649-83
OOKyMeHTa

Pasgen (MyHKT, NOANYHKT) CTaHAapPTa, nn.3.2.1-3.2.6, 3.2.10
HOPMaTUBHOIO AOKYMEHTa

D OKyMeHTbI, npegnonaraembie CXeMOM AeKNapupoBaHUa
WccnepoBaHue TMNA NpoayKLUm

3akntoueHue o6 unccaeaosaHnn Tuna npoaykumum

CTpaHa mecTa HaxoXKaeHna POCCHA

MpW3HaK akkpeauTaLum Oa

CepTuduKaT Ha TMN NPOAYKLUM

Ceptuoukar 1

CTpaHa mecTa HaxoXaeHuaA POCCHA

Mpu3HaK akkpeamTaLmum JIE]

[ OKymMeHTbl, NnpeAcTaB/eHHble 3aaBUTeNIemM

Opo06peHne TMNa TPaHCNOPTHOrO cpeacTea/oaobpeHme TMNa waccu

CTpaHa mecTa HaxoXKaeHna POCCHA

UHble AOKYMEHTbI, NpeacTaBaAeHHble 3aaBUTeIeEM

MpunoxkeHne  KaTeropus AOKymMeHTa Ha3BaHue AoKymeHTa Homep goKymeHTa

Opyroe PerncrpauymoHHoro
yooctosepeHua ot 02 mapTa
2020 ropa Ne ©C3
2011/09847 BblaaHHOro
depnepanbHoli cnybow B
cdepe 35paBooxpaHeHUA
(POC3OPABHAL30P),
ceptudmKaTta EN ISO
13485:2016 ot 17 asrycTa

[aTa goKymeHTa

CBepeHuna 06 opraHe no cepTMPUKaLUM HA MOMEHT Ny6AKKaLMK AeKnapauum

Homep aTTectata akkpeguTaLmm opraHa no RA.RU.10HX37
cepTudmKaumm

MosHoe HaumeHoBaHWe opraHa no ceptudukaumy  OpraH No cepTMdUKaLMM NPOAYKLMM

[aTa perncrpaumm atrectata akkpegmtaumm 06.10.2017

Afpec mecTa OCyLLEeCTBAeHUA AeATeIbHOCTH 105120, POCCHA, T MockBa, yn CoipomaTHU4YecKaa Hux., a. 11, ctp. 52, sTax

3, nom. |, KOMH. 7

Appec mecTa HaxoxaeHnua/Anpec mecta xutensctea POCCUA, ropos Mockea, ya. Mapliana TUMOLLEHKO, A0M 4, nomelleHue |,

KOMHaTa 2
OPTH/OPTHUNM akKpeauTOBaHHOIO NMLA 1167746782015

Bbinucka ot 09.07.2025. NaeHTudukatop Bbinnckn 451995a6-5df6-4b86-8389-aceb8cbbe25e

CtpaHnua 3



Oekna pauun 0 cooTBeTCTBUU

@ fsagovru

HavmeHoBaHWe opraHa Mo akkpeauTauuu,
BblAAaBLUEro aTrectaT akkpeauTauum

KoHTaKTHble AaHHble

Homep TenedoHa

AZpec 3N1eKTPOHHOW NOYTbI
Anpec canTa B ceTu MHTepHeT

PykoBogutenb akkpeaUToBaHHOro A1ua

damunua pykosoamTens
Mma pykoBoauTens

OTyecTBO pyKoBOAUTENA

QR - Koa

[m] 2oz (o]

depepanbHasa cny:ba No akkpeaUTaLmm

+7 4953906318

sertpromexpert@mail.ru
info@certpromexpert.ru
certpromexpert.ru

Cenepguos
Bnagmumup

CraHucnaBoBuY
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