:\j/ AEKIIapaLI,MM O COOTBEeTCTBUU
we fsa.gov.ru

OcHoBHble cBegeHus

[aTa nogayn 3aaBneHunA 14.07.2020

Homep 3aABieHUA Ha AeKnapauuio 32038

Tun geknapaymm Jeknapauns o COOTBETCTBUM NPOAYKLMM, BKAOYEHHOW B EAMHbIN NepeyeHb
npoayKkumn Poccuiickont Pepepaymm

EAVHBIV NepeveHb NpoayKunmn PO O6opypnoBaHue CTEPUIM3ALNOHHOE

Cxema geknapmpoBaHuA 1a

Tun o6beKTa AeK1apupoBaHus CepuitHbIN BbIMYCK

[eknapauuna o COOTBETCTBUU

CraTyc geknapaumm ApPXMBHbIN

PerncrtpayMoHHbIM HoMep AeKnapaumm o POCC RU A-CN.A37.B.32090/20
COOTBETCTBUM

[aTta nogaun 3asBneHuA (NpeaocTaBieHma 14.07.2020

AeKnapaumm)

[aTa perncrpauunm geknapaumm 14.07.2020

[aTta oKOHYaHUA AeNCTBUA AeKnapauum o 13.07.2023

COOTBETCTBUM

CBoboaHoe pacrnpocTpaHeHne NpoayKumm He [a

OrpaHM4YeHoO 3aKOHOA4aTe/1IbCTBOM PO

Jlnuo, 3apeructpupoBasLuee geKiapaumio

damunua nmua, NoANUCaBLLEro AeKaapaumto TonkayeBa

Nma nuua, noanucasLliero geknapauuto Main

OT4ecTBO NM1LA, NOANMCABLLETO AEKAAPALUIO BnagnmumpoBHa

BbinonHaemble GyHKLMM MLA, NOAMNMUCABLLETO 3amecTutens pykosoantens
AeKnapaumio

3aasutenpb

Twun 3aasutens KOpuaunyeckoe nmuo

Tun geknapaHTa YNonHOMOYEeHHOE U3roToBUTENEM NLO
OCHOBHO rocyapCTBEHHbIV PETMCTPALLMOHHbIN 1037739382340

HoMep topuandeckoro anua (OrPH)

NaeHTUPUKALMOHHDBIV HOMep Hanoronnatenblwmka 7707003721

(MHH)
OpraHu3aumoHHo-NpaBoBas popma Heny6aunyHble akunoHepHble obLiecTsa
MonHoe HaMMeHOBaHWE PUANYECKOTO AMLA 3aKpbIToe aKuMoHepHoe obuwecteo "FOHUOEHT"

CoKpallleHHoe HauMmeHoBaHuWe opuandeckoro amua  3A0 "HOHUAEHT"

damunnuna pykoBoaUTeNA LOPUANYECKOro Nu1La MAHALLEPOB
Nma pykoBoauTena topnandeckoro amua TAMA3
OT4ecTBO pyKOBOAMUTENA HOPUANYECKOTO /UL OMAPOBMY
[onxHoCTb pykoBoanTeNA Mpe3sngeHT
Appec
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Afpec mecta HaxoXKaeHua

KoHTaKTHble AaHHble

Homep TenedoHa
Homep dakca
Afpec 3/1eKTPOHHOW NOYTbI

CBepeHus 0 rocyAapCcTBEHHOM perncrpauum

HanmeHoBaHMe OpraHa, 3aperncrpmposasLlero
OpraHn3aunio B Ka4yecTtee pnandeckoro nua

[ata perncrpauunm B kavectse HOJ1
[aTa npucsoenma OIPH

Kog, npuumnHbl nocTaHOBKK Ha ydeT (KMM)

Usrotosutennb

Tun nsrotosuTens

Coena,a,aeT C 3aABuTENnem

NonHoe HanmeHoBaHue

Appec

3aperncTtpmpoBaHo Ha Tepputopum EASC

ALpec mecTa XK1UTenbCTBa

CBeaeHMA 0 NpoayKuUmn
MpouncxoxxaeHne NpoayKunm

Obuiee HaMMmeHoBaHMe NPOAYKLMUK

129110, POCCHA, TOPO MOCKBA, YJIUUA TUNAPOBCKOIo, 0OM 57,
CTPOEHME 1

+7 4954344601
+7 4954341020

unident@unident.net

MeskparoHHasa nHcnekuma PepepanbHoM HaloroBon cnyko6bl Ne 46 nor.
Mockse

01.01.2008
03.02.2003

770201001

MHocTpaHHOe anuo
Het

«P&T (Ningbo) Medical Equipment Co., LTD»

Ja

Kutan, Houcang Section, Yinxian Avenue, Ningbo 315153

KUTAN

ABTOKNaB cepun «BT» c npuHagnexHocTaAMM

CBepeHua 06 0603HaueHUN, MAEHTUOUKALMU U A0NONHUTENbHAA MHPOPMALMA O NPOAYKLUU

HavmeHoBaHMe (0603HaueHne) NnpoayKumum

Kogbl OKMZ, 2

Koa TH B3] EASC

B cneayowmx ncnonHeHuax: BTD23L-A, BTS23L-A, BTD18L-A, BTS18L-A,
BTD17L-A, BTS17L-A, BTD16L-A, BTS16L-A, BTD12L-A, BTS12L-A, BTD8L-A,
BTS8L-A.lMpuHagnexHocTn:1.Annapat Ana CMa3KM HakoHeYyHnKos BTY-
700.2.AuctnnnaTtop.3.MawwuHa ynakosovHaa BTFJ-500.4.MakeTbl
YNaKoBOYHble A8 MHCTPYMEHTOB.5.Annapat 418 npeacTepuImM3aLMoHHOM
ounctku BTX-600

32.50.12.000

8419200000

CraHpapTbl U MHbIE HOPMATUBHbDbIE A OKYMEHTbI, NPUMEHAEeMble NPU NOATBEPKAEHUN COOTBETCTBUA

Cranpgapt 1

HanmeHoBaHMe cTaHAapTa, HOPMATUBHOIO
AOKyMeHTa

FOCT P 50444-92 Pa3genbl 3, 4; TOCT 12.2.091-2002 (M3K 61010-1:1990);
FOCT P M3K 61010-2-041-99

[ OKyMeHTbl, Nnpegnonaraemble CXemMoii feKnapupoBaHua

WccnepoBaHue TMNA NPoAYKLUU

3aKk/toueHne 06 uccnesoBaHUM TUNA NPOAYKLUM
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CTpaHa mecTa HaxoXKaeHna

Mpu3HaK akkpeauTaLum

CepTuduKaT Ha TMN NPOAYKLUM

Ceptudukar 1

CTpaHa MeCTa HaXoXAeHnA

Mpu3HaK akkpeamTaLmum

POCCHA

[a

POCCHA

[a

[ OKymeHTbl, NpeAcTaBNeHHble 3aaBUTeNemM

Opo06peHne TMNa TPaHCNOPTHOrO cpeacTea/oaobpeHme TMNa waccu

CTpaHa mecTa HaxoXKaeHna

UHble AOKYMEHTbI, NpeacTaBaeHHble 3aaBUTeIeEM

MpunoxkeHne  KaTeropus AOKyMeHTa

Lpyroe

HasBaHune fOoKymeHTa

POCCHA

Homep gokymeHTa [aTa goKymeHTa

PerncrpauymoHHoro

yaoctosepeHusa Ne ®C3
2009/04596 ot 24.06.2009
roga, BblgaHo: PegepanbHoit
cnyx60i1 no Hagzopy B coepe
34,0aBOOXpaHeHUn
(POC3OPABHAL30P),
CeptudukaTa cuctembl
MeHeaKMeHTa Kavectsa ISO
13485:2016, No SX 60127428
0001 ot 16.04.2018 roaa,
gblgaHo: TUV Rheinland LGA
Products GmbH

CsepeHuna 06 opraHe no cepTMdUKaLUM HA MOMEHT Ny6AKKaLMK AeKnapauum

Homep aTTecTaTa akKKpeauTaLMmM opraHa rno
cepTudmKaumm

lNonHoe HaMmeHOBaHMeE opraHa nNo cepTudmnKaLmm
[Jata pernctpaumm atrectata akkpeguTaumm

Appec mecTa oCyLLecTBAeHMA AeATeNIbHOCTH

AZpec MecTa HaxosKaeHUa/Agpec MecTa UTe/IbCTBa

OPIH/OPTHUM akKpeaAnTOBaHHOIO N1LA

HanmeHoBaHMe opraHa no akkpeauTauuu,
BblAABLUEro aTTecTaT akkpeguTauum

KoHTaKTHbIe AaHHble

Homep TenedpoHa
Afpec aNeKTPOHHOW NOoYTbI

Agpec canTa B ceTu MHTepHeT

Bbinucka ot 25.09.2024. WaeHTudukatop Bbinuckn f7fcf7a0-44e6-4435-8533-4a57c9ce8854
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OpraH no ceptudmrKaymm npogykumm "KpacHo Aap" 000 "N, KoHTponb"
03.11.2016

127018, POCCUA, ropos Mocksa, ya. Cywésckuii Ban, a. 9, K. 1, 0¢.513
129090, POCCWUA, ropoa Mocksa, np-KkT. Mupa, 4. 38, nom. lll, kom.8
1157746271924

depepanbHas cnyxba nNo akkpeguTaumum

+7 9175586300
id-control@yandex.ru

id-sert.ru

CtpaHnua 3
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PyKkoBogutenb akkpeauToBaHHOIO nLA

damunauna pykosoantens lypbesa

Nma pykosoautens Bepa
OtyecTBO pyKkoBOAUTENA MwuxarinosHa
QR - Koa
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